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RECOMMENDATIONS BY 


The Hoover Commission 


on Federal Food, Drug, and Cosmetic Law 


DO THE RECOMMENDATIONS OF THE HOOVER COMMIS 
SION ACHIEVE THE POLICY WHICH THE COMMISSION 
WAS ESTABLISHED TO ACCOMPLISH 


By CHARLES WESLEY DUNN 





This paper was presented before the Division on Food, Drug and 
Cosmetic Law, in the Section of Corporation, Banking and Mercantile 
Law of the American Bar Association, in St. Louis, Missouri, on 


September 7, 1949." 


N JULY 7, 1947, President Truman approved an act by Con- 
gress to establish ‘““The Commission on Organization of the 
Executive Branch of the Government,” which recently expired.’ 

It was a bipartisan commission of 12 members. Former President 
Hoover was chairman, and, therefore, it is known as the Hoover Com- 








*See the discussion of this subject by provided that the Commission shall report 
Mr. Edward Brown Williams, in 4 Food not later than 70 days after the Eighty- 
Drug Cosmetic Law Quarterly (1949) first Congress is convened and organized: 


163-171. and that the Commission shall cease to 
‘Public Law 162, Eightieth Congress exist 90 days after the submission of its 
First Session; amended by Public Law 906 report The concluding report was sub- 


Eightieth Congress, Second Session. It is mitted on May 20, 1949 
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Mr. Dunn is Chairman of the Division on Food, Drug 
and Cosmetic Law in the Section of Corporation, 
Banking and Mercantile Law of the American Bar 
Association; Chairman of the Section on Food, Drug 
and Cosmetic Law in the New York State Bar Asso- 
ciation; and Chairman of the Editorial Advisory 
Board of the Food Drug Cosmetic Law Quarterly 





mission. The vice chairman was Secretary of State Acheson, and the 
other members were representatives of Congress, the executive estab- 
lishment, and the public at large.* 


This act declares * that it is the policy of Congress to promote 
economy, efficiency, and improved service in the executive branch of 
our national government, in five ways; and it suffices now to mention 
three. They are: (1) by limiting expenditures to the lowest amount 
consistent with the efficient performance of essential services, activities, 
and functions; (2) by eliminating duplication and overlapping of these 
services, activities, and functions; and (3) by consolidating those of 
a similar nature. The Commission is directed to study the organization 
and operation of this branch in order to determine what changes therein 
are deemed necessary to accomplish that policy, and then to report its 
findings and recommendations, within a prescribed time. 


When the Commission was organized, it appointed research task 
forces to study the executive branch on a functional basis,‘ and their 








* The full membership of the Commis- 
sion was: Herbert Hoover, chairman, Dean 
Acheson, vice chairman, Arthur S. Flem- 
ming, James Forrestal, George H. Mead, 
George D. Aiken, Joseph P. Kennedy, John 
L. McClellan, James K. Pollock, Clarence 
J. Brown, Carter Manasco, and James H. 
Rowe, Jr. 

‘ This declaration is 

‘Section 1. It is hereby declared to be 
the policy of Congress to promote economy, 
efficiency, and improved services in the 
transaction of the public business in the 
departments, bureaus, agencies, boards, 
commissions, offices, independent establish- 
ments, and instrumentalities of the execu- 
tive branch of the Government by 
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“*(1) limiting expenditures to the lowest 
amount consistent with the efficient per- 
formance of essential services, activities, 
and functions: 


‘*(2) eliminating duplication and over- 
lapping of services, activities, and func- 
tions: 


**(3) consolidating services, activities, and 
functions of a similar nature; 

‘*(4) abolishing services, activities, and 
functions not necessary to the efficient con- 
duct of government: and 

(5) defining and limiting executive func- 
tions, services, and activities.”’ 

*See the concluding report, p. 2 
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reports contain basic data and specific recommendations with respect 
to it. After evaluating these studies, the Commission made 19 reports 
to Congress in 1949, which submit its own recommendations of changes 
in this branch. They more or less differ from the task force recom- 
mendations, since the Commission developed an overall reorganization 
pattern, and they are subject to numerous minority dissents. The first 
report of February 5 deals with the general management of this branch; 
and the concluding report of May 20 summarizes the major recommen- 
dations by the Commission. 

To implement these recommendations, Congress enacted the ‘‘Reor- 
ganization Act of 1949,’"® which succeeds the prior acts of like force. 
It directs the President to reorganize the executive branch for the same 
objectives,’ by plans transmitted to Congress before April 1, 1953. 
Each plan becomes effective after 60 days, unless the House or Senate 
rejects it through a resolution passed by a majority vote. The Presi- 
dent has submitted eight plans under that act to date, and six have 
become effective. The Senate rejected the first plan, which relates 
to the subject of our discussion, and the eighth plan was superseded by 
legislation. In addition, numerous bills have been introduced into Con- 
gress to effectuate recommendations by the Commission, and some have 
been enacted.* 

A Background Statement 


The administration of the Federal food, drug, and cosmetic law 
is considered in task force reports to the Commission and in its reports 





5 The reports by the task forces to the 


Commission and its reports to Congress 
are listed in the appendix to the conclud- 
ing report. For these reports, address the 
Superintendent of Documents, U. S. Gov- 
ernment Printing Office, Washington 25, 
_. 

® Public Law 109, Eighty-first Congress 
First Session 

* This act provides: 

“See. 2. (a) The President shall exam- 
ine and from time to time reexamine the 
organization of all agencies of the Govern- 
ment and shall determine what changes 
therein are necessary to accomplish the 
following purposes: 

‘‘(1) to promote the better execution of 
the laws, the more effective management 
of the executive branch of the Government 
and of its agencies and functions, and the 
expeditious administration of the public 
business; 

“*(2) to reduce expenditures and promote 
economy, to the fullest extent consistent 
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with the efficient operation of the Govern- 
ment; 

**(3) to increase the efficiency of the op- 
erations of the Government to the fullest 
extent practicable; 

“*(4) to group, coordinate, and consoli- 
date agencies and functions of the Govern- 
ment, as nearly as may be, according to 
major purposes: 

(5) to reduce the number of agencies 
by consolidating those having similar func- 
tions under a single head, and to abolish 
such agencies or functions thereof, as may 
not be necessary for the efficient conduct 
of the Government; and 

“*(6) to eliminate overlapping and dupli- 
cation of effort.”’ 

8’ See Public Laws 36, 73, and 152, Eighty- 
first Congress, First Session. Public Law 
216, Eighty-first Congress, First Session, 
enacts the ‘‘National Security Act Amend- 
ments of 1949:'' which provides that Re- 
organization Plan No. 8 shall not take ef- 
fect. For it supersedes that plan 
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to Congress, hereinafter named. The former reports contain numerous 
recommendations on it, and they will be noted. The latter reports 
recommend two fundamental changes in it, and we will examine them 
to determine whether they achieve the policy which the Commission 
was established to accomplish. But that examination should be intro- 
duced by the ensuing background statement, notwithstanding it is an 
elementary one. 


This law is commonly described as the national food and drug law, 
which it is historically and principally. It is primarily designed to safe- 
guard public health, and it is divided into three parts, broadly speak- 
ing. The first and major part consists of the basic Federal Food, Drug, 
and Cosmetic Act of 1938 (called the FDA Act), which succeeds the 
pioneer Federal Food and Drugs Act of 1906. It prohibits the adulter- 
ation and misbranding of all foods, drugs, therapeutic devices, and 
cosmetics (called foods and drugs), and it is administered by the 
Federal Security Administrator through a Food and Drug Administra- 
tion (called the FDA) directed by a Commissioner of Food and Drugs. 
The FDA is an expert professional agency, which is specially organized 
and equipped to administer the basic act of this law, and (with its 
predecessors) it has continuously administered that act since it was 
originally enacted more than 43 years ago, with distinguished success. 
The second part consists of the supplemental law against a false adver- 
tisement of these products, which is embodied in Sections 12 to 16 
(inclusive) of the Federal Trade Commission Act (called the FTC 
Act).® It is separately and independently administered by this Com- 
mission (called the FTC); and that agency depends on scientific aid 
by the FDA in enforcing it. The third part consists of various sup- 
porting laws, which mainly regulate particular foods and drugs.'® They 
are illustrated by the acts governing meat, dairy, narcotic, and biologic 
products. Some are administered by the FDA; others are separately 
and independently administered by different agencies, and the latter 
also call on the FDA for more or less scientific aid. 


Hence, the administration of our national food and drug law is 
primarily a health function, and the FDA is the central agency for 


* False advertisement is also prohibited cases have involved false and misleading 
by the general law in Section 5 of the advertising and deceptive practices 
FTC Act. The task force report on regu- ” These laws are listed in the report on 
latory commissions states (p. 122) that the Department of Agriculture, quoted in 
approximately 70 per cent of the FTC Annex B 
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administering it. We should now go on to say that the FDA is a 
regulatory unit located in the Office of Special Services in the Federal 
Security Agency (called the FSA), and that the Commissioner of Food 
and Drugs has a virtually independent status. Oddly enough, the FDC 
Act does not mention either the FDA or the Commissioner, and it should 
be amended to correct this unnatural situation. The explanation of it 
is that the former derives its authority from appropriation acts, and the 
latter was created by executive action. To be precise: the FDA evolved 
from the old Bureau of Chemistry in the Department of Agriculture, 
which administered the original basic act of 1906 under the Secretary 
of that Department. But on July 1, 1927, an agricultural appropria- 
tion act '' transferred the administration of the foregoing act to a new 
agency in that Department, named the Food, Drug, and Insecticide 
Administration; on July 1, 1930, a similar appropriation act ’* renamed 
this agency as the Food and Drug Administration, and it has been con- 
tinued by subsequent appropriation acts.'*. Then, on June 30, 1940, 
President Franklin D. Roosevelt transferred the FDA and its functions 
(with two exceptions) '* from that Department to the FSA, where they 
have since remained. He did so by a plan*® under the Reorganization 
Act of 1939, for the reasons later indicated, and, in doing so, he renamed 
the Chief of the FDA as the Commissioner of Food and Drugs. 


The First Recommendation Is Authorized and Sound 
The Commission first recommends a consolidated administration of 
the national food and drug law, except as provided.’ We should expect 
this recommendation in the report on social security, because it deals 
with the health functions of the executive branch. But, instead, it is 
made in the report on the Department of Agriculture (quoted in 
Annex A), and it is incorporated in the second recommendation, next 





" Public Law 552, Sixty-ninth Congress. 

2 Public Law 272, Seventy-first Congress. 

1% The last is Public Law 141, Ejighty- 
first Congress, First Session, making ap- 
propriations for the Federal Security 
Agency (etc.), for the 1949-50 fiscal year 

% They relate to the administration of 
the Insecticide Act of 1910 and the Naval 
Stores Act of 1923 

% Reorganization 
vides: 

“Sec. 12. Transfer of Food and Drug 
Administration.—The Food and Drug Ad- 
ministration in the Department of Agri- 
culture and its functions, except those 
functions relating to the administration of 


Plan No, IV. It pro- 
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sections 121-134 of Title 7 and sections 91-99 
of Title 7, are transferred to the Federal 
Security Agency and shall be administered 
under the direction and supervision of the 
Federal Security Administrator. The Chief 
of the Food and Drug Administration shall 
hereafter be known as the Commissioner 
of Food and Drugs.”’ 

“ The principal exception is made by the 
second recommendation, next considered. 
See also the exception relating to the Bu- 
reau of Narcotics, made in the report on 
the Treasury Department For this Bu- 
reau, which enforces the narcotic laws, is 
thus transferred to the Department of 
Justice 
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considered. The Commission finds that a divided administration of this 
law creates overlap and confuses the public, and it impliedly argues 
as follows: (a) The administration of the different parts of this law 
exercises similar health functions: (b) consequently, their separate 
administration results in a duplication and overlapping of these func- 
tions; and (c) therefore, they should be consolidated, subject to indi- 
cated exceptions. This is a basically sound argument. Hence, we must 
conclude that the first recommendation soundly achieves the policy which 
the Commission was established to accomplish. As to the exceptions, 
they lie in the field of the special food and drug laws; and they should 
include, at least, the laws of a revenue character. For they are a 
unique class."* 


This recommendation is principally that the supplemental law 
against false advertisement be administratively consolidated with the 
basic law against adulteration and misbranding. The Commission 
emphasizes the need of their consolidation by saying in effect that the 
prevention of misrepresentation in the labeling and advertising of foods 
and drugs is a common regulatory problem for integrated administrative 
solution; whereas, it is now the subject of diverse acts having diverse 
provisions administered by diverse agencies with diverse results.'"* That 
is a correct statement, which convincingly supports an administrative 
consolidation of these complementary laws. Additional reasons for this 
consolidation were cited in my Seattle paper; '* the Section on Food, 
Drug and Cosmetic Law of the New York State Bar Association 
approves it; and we shall hope that this Division will likewise approve 
it. But what is more significant to our discussion is the fact that the 
task force reports, which consider this consolidation, recommend it. 
They are the reports on regulatory commissions, public welfare, and 
agriculture activities. We should note here that the Commission differs 
from the task forces, and they partly differ with each other on where 
the consolidated administration of such laws ought to be located, which, 
however, is another question later considered. Suffice it now to say 
that the Commission rejects the unanimous recommendation by the major 
task force reports on regulatory commissions (dealing with the FTC) 


“The laws in this class are listed in % Report on the Department of Agricul! 
Annex B. They exercise the tax power of ture, p. 22. 
Congress, to secure a comprehensive regu- % See 3 Food Drug Cosmetic Law Qua 
lation of the products affected: but one terly (1948) 308-331. 
(the oleomargarine law) does so, for an 
ulterior competitive reason. 
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and public welfare (dealing with the FDA) that this administration 
be located in the FDA. The former report (quoted in Annex D) 
authoritatively argues in effect: (a) There is now a conflict in juris- 
diction between the FTC and the FDA, to the extent they each regulate 
the same products to prevent the same misrepresentations for the same 
purposes; (b) this conflict in that regulation creates enforcement diffi- 
culties for both agencies; (c) therefore. it should be consolidated in 
one of them; and (d) the FDA is the indicated choice. For it is the 
central agency to administer the national food and drug law, it is better 
able to administer this technical law, and the FTC actually depends 
on it for technical aid in administering its false advertisement law. 


An administration consolidation of these laws invites two further 
comments on this occasion. The first comment is that it requires 
enabling legislation by Congress. For in the Humphrey case (decided 
in 1935) the Supreme Court ruled that the FTC exercises quasi legis- 
lative and judicial functions, which are performed without executive 
leave and, consequently, are beyond executive control.*” The second 
comment is that this consolidation of the supplemental false advertise- 
ment law with the basic adulteration and misbranding law raises the 
practical question of how the former law should then be enforced from 
a procedural standpoint. For it is now enforced by an administrative 
proceeding, supplemented by limited criminal and injunction proceed- 
ings in the courts, whereas the latter law is enforced by broad criminal, 
injunction, and seizure proceedings therein. This question is not dis- 
cussed in the reports to and by the Commission, because its jurisdiction 
is confined to the details of executive reorganization and does not extend 
to related matters of substantive law.** Hence, Congress must decide 
this question when it enacts enabling legislation, and, in doing so, it 
will be confronted with the fact that advertisements significantly differ 
from labels in practice and regulation. This difference arises from the 
following (among other) circumstances: advertisements are a sales pro- 
motion device, whereas labels are a means of product identification; 
advertisements are an ever changing instrument of infinite representa- 
tions, whereas labels are a fixed instrument of strictly limited represen- 
tations; the regulation of advertisements presents infinite questions of 
administrative discretion, which do not pertain to labels; these questions 
can be duly settled on an administrative basis, to a large extent; and, in 





2° 295 U. S. 602 (1935) ** See the concluding report, pp. 2-3 
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that event, they are better settled on this basis, for both sides. There- 
fore, the regulation of advertisements in a consolidated law should pro- 
vide for its enforcement on a simple, flexible, and inexpensive 
administrative basis, to the fullest indicated extent, with administrative 
authority to institute appropriate enforcement proceedings in the courts, 
where they are required in the public interest. 


The Amazing Second Recommendation 


Having thus soundly recommended a consolidated administration 
of the national food and drug law, the Commission next and amazingly 
recommends its greater split-up anew. For the second recommenda- 
tion ** is that the food law administration be transferred to a regulatory 
unit in the Department of Agriculture, to the extent it is not already 
located there; and that the drug-cosmetic law administration be trans- 
ferred to a health unit in a new United Medical Administration, which 
is primarily a hospital agency vested with the FSA medical and health 
functions.** This recommendation is principally made in the report on 
that Department, it is only discussed in that report, and it is discussed 
therein only in relation to the food law transfer. This recommendation 
is also indirectly made in the social security and concluding reports, 
and it is impliedly made in the medical activities report, which suggests 
the foregoing Administration. This recommendation is differently 
stated in each report; ** and the difference in its statement is essentially 
as follows. It is first and broadly recommended that the regulatory 
functions of the executive branch, with respect to foods, drugs, and 
cosmetics, be so transferred to and divided between the two agencies 
named; whereas it is then and specifically recommended that the FDA 
food, drug, and cosmetic inspection activities be correspondingly trans- 
ferred to and divided between these agencies. The latter recommenda- 
tion annotates the former one and emphasizes that it principally cleaves 
the major FDA administration of our national food and drug law. 





and partly to a United Medical Adminis- 
tration. The recommendation in the con- 
cluding report is in the form of statements 
(pp. 63 and 67) that the food inspection 
activities are transferred from the FDA to 
the former Department and that the drug 
inspection activities are transferred from 
the FDA to the latter Administration. 
the medical 


2 It does not include the recommenda- 
tion on the Bureau of Narcotics, explained 
in footnote 16. 

23 See the report on medical 
S. 2008, Eighty-first Congress, 
sion, creates a United Medical 
tration. 

* For the recommendation in the Depart- 


activities. 
First Ses- 
Adminis- 


enough, activities 


ment of Agriculture report, see Annex A. 
The recommendation in the social security 
report is in the form of a statement (p. 12) 
that the FDA is transferred from the FSA, 
partly to the Department of Agriculture 
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Strangely 
report, which recommends 
tration, does not mention 
to it 


Adminis- 
transfer 


this 
that 
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Therefore, the Commission's second recommendation is effective 
to divide this law on that product basis, and to create a resulting dual 
administration thereof, which is far worse than the existing one. It 
breaks up the administration of the basic law against adulteration and 
misbranding, which has always been unified for the fundamental reasons 
indicated herein; it gives the food law administration to an agricultural 
agency directed by a farmer, which is contraindicated; and it gives the 
drug-cosmetic law administration to a hospital agency directed by a 
physician, which is likewise contraindicated.*® In doing so, it dismem- 
bers and wipes out the FDA, whereby its organization, equipment, and 
functions are dispersed between these other agencies. As to the supple- 
mental law against false advertisement, its administration is thus split 
in a new and more objectionable way; and the same comment applies 
to the administration of the more important special food and drug laws. 


The practical consequences of this recommendation are clear, from 
the standpoint of that basic law; and they may be described now, as 
follows: (a) The integrated. long experienced, and successful FDA 
administration of this law will end, and it will then be administered by 
two new, independent, and untried agencies on that product basis. 
There is no reason to believe that their divided administration will be 
more efficient. On the contrary, there is every reason to expect that it 
will be less efficient. For example, a dismemberment of the FDA will 
destroy the structure and impair the morale of its fine professional organi- 
zation. (b) The administrative organization of this law will be dupli- 
cated, and, as a result, its administrative cost will be largely increased. 
For each of these two agencies will necessarily have its own staff, 
laboratories, and other facilities. (c) These agencies will have similar 
and overlapping regulatory functions. For they will each have the 
same regulatory purposes, they will interchangeably regulate the same 
products, and they will equally regulate their products by the same basic 
definitions of adulteration, misbranding, and false advertisement. 
(d) The divided exercise of such functions by these agencies will 
create administrative and enforcement conflicts between them. Because 
they are independent and competing agencies, they will certainly differ 
more or less in policy, construction, and enforcement. Moreover, that 





* The Department of Agriculture is ad- cian. Their administration of this law is 
ministered by a farmer, in representation, contraindicated because it is made by spe- 
whereas a United Medical Administration cial interest agencies. 
would certainly be administered by a physi- 
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divided administration of this law will subject the food, drug, and cos- 
metic industries to a double and conflicting regulation accordingly, where 
they operate (as they measurably do) in different product fields; and 
to a regulation by special interest agencies, which will probably create 
serious problems for them. On the one hand, the food industry will 
then be regulated by an agency dominated by an agricultural interest 
that may be preferential, and sponsoring a ‘grade labeling” policy that 
is detrimental to it.** On the other hand, the drug and cosmetic indus- 
tries will then be regulated by an agency dominated by a medical 
interest that may be prejudicial; and one, we may add, which is pro- 
fessionally unfit to deal with the economic problems under this law. 
The fact is, of course, that its administration should be dominated by 
a consumer interest alone, and that is why another interest adminis- 
tration is contraindicated. 


This Recommendation Is Clearly Unauthorized 
and Unsound 


It follows that the second recommendation does not achieve the 
policy which the Commission was established to accomplish, and that, 
instead, it completely reverses such policy. For it divides rather than 
consolidates executive functions of a similar nature; it creates rather 
than eliminates duplication of them; it increases rather than decreases 
the cost of their exercise; and it weakens rather than strengthens the 
efficiency of their performance. Hence, this recommendation is indeed 
an amazing one, which is difficult to understand and must be rejected. 


We should now go on to say that the Commission is guilty of 
two incredible errors in recommending a transfer of the FDA food law 
administration to the Department of Agriculture. The first error is 
that it violates the Commission's guiding principle for reorganizing the 
executive branch, defined in its first report on general management * 
and repeated in subsequent reports. This principle is that executive 
functions should be grouped according to their major purposes; and 
that recommendation clearly violates it. For the major purpose of the 





%* The task force report on agriculture 
activities admits (p. 54) that the special 
interests represented by the Department 
of Agriculture may conflict with the con- 
sumer interests protected by the national 
food and drug law. As to the ‘‘grade la- 
beling’’ policy of the Department of Agri- 
culture, see the reports by its Production 
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and Marketing Administration. It is a 
numerical grade labeling that basically 
differs from the reasonable standard of 


quality authorized by the Federal Food. 
Drug, and Cosmetic Act, which the food 
industry approves. 

77 See p. 34. See also p. 44 of the con- 


cluding report. 


Food Drug Cosmetic Law Quarterly —September, 1949 














FDA functions is to serve the consumer and protect health, as we have 
seen, whereas the major purpose of the Department functions is to serve 
the farmer and promote agriculture, as the Commission finds.** The 
second error is that the Commission wholly ignores the fact that Presi- 
dent Roosevelt transferred the FDA from the Department of Agriculture 
to the FSA, under the Reorganization Act of 1939, because of this 
functional difference. He explained that transfer in his covering mes- 
sage (quoted in Annex E), in this language: ““The work of the Food 
and Drug Administration is unrelated to the basic functions of the 
Department of Agriculture. There was, however, no other agency to 
which these functions more appropriately belonged until the Federal 
Security Agency was created last year." The President here referred 
to the creation of the FSA under that act to perform the health (among 
other) functions of the executive branch.** He added that the FDA 
would have an opportunity to develop along increasingly constructive 
lines in this health agency, and that there is need to coordinate some 
of its health functions with those of the Public Health Service therein. 
Hence, the Commission recommends that the FDA return in major part 
to the very agricultural agency where President Roosevelt said it did 
not belong; and his transfer of the FDA from that agency, under a 
similar reorganization act having precisely the same executive purposes, 
is entirely disregarded. 


Furthermore, the Commission's argument for transferring the FDA 
basic food law administration to the Department of Agriculture will 
not stand analysis. It is made in the report on that Department ( quoted 
in Annex A) and is essentially as follows: (1) Foods are agricultural 
products, and, consequently, the Department should have jurisdiction 
over them.*® But that argument is fallacious, because foods are con- 
sumer products under this law as the Commission then impliedly 
acknowledges.*! (2) This law previously was administered by the 
Department; it now administers supplemental food laws; and a separate 
FSA administration of the former law creates overlap and confuses the 
public. But that argument is also fallacious, for the manifest reasons 
that it violates the Commission's guiding reorganization principle, it 
ignores the fact that the Commission is not authorized to recommend 





3 See pp. 1-2 of the Department of Agri- was transferred to it from the Treasury 
culture report. Department. 

7° See Reorganization Plan No. 1 under % See pp. 4 and 21. 
that act, effective July 1, 1939, which cre- % See p. 24. 


ated the FSA. The Public Health Service 
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such transfer, and it is inconsistent with the supplemental fact that the 
administration of this law was taken from the Department, because it 
does not belong there. The truth is, of course, that if the basic food 
law is appropriately located in the FSA, the supplemental food laws 
should be administratively consolidated therein. (3) The Department 
will vigorously administer this law to protect the consumer interest. 
But that argument is likewise fallacious since it is beside the point, 
because the Department should not administer the basic food law at 
all, and also for the reason that this law is better administered by the 


FDA, in the FSA. 


Four Commissioners Dissent from This Recommendation 


We have now to add that this second recommendation is sharply 
challenged by its own record because four of the Commission's twelve 
members wholly or partly dissent from it. On the one hand, Commis- 
sioners Pollock and Rowe ** wholly dissent from this recommendation in 
the reports on social security (quoted in Annex C) and the Department 
of Agriculture (quoted in Annex A). These two public members of 
the Commission disclose the astonishing fact that no substantial evidence 
was presented to it, which justifies its recommendation that the FDA 
administration of the basic food and drug law be so transferred to and 
divided between the other agencies named. They argue that this recom- 
mendation is unauthorized for the reasons already stated, and they 
emphasize that such a ‘splintering apart’ of the FDA would result in 
administrative and enforcement chaos. They also argue that this recom- 
mendation is fundamentally unsound because it destroys the established 
program for a unified administration of this law, which is indicated 
and better, and it disintegrates an organization which has efficiently 
administered such law. Hence, they recommend instead that the FDA 
continue to administer this law in the FSA (or its successor), 
unless and until careful study indicates that its functions should be 
placed elsewhere. 

On the other hand. Vice Chairman Acheson and Commissioners 
Aiken ** and Rowe partly dissent from this recommendation in the reports 
on social security and medical activities. For they oppose a new United 





% Commissioner James K. Pollock is Pro- Franklin D. Roosevelt and then an assist- 
fessor of Political Science at the University ant to the Attorney General of the United 
of Michigan. Commissioner James H. States. 

Rowe, Jr., is a lawyer, who was formerly * Commissioner George D. Aiken is a 


an administrative assistant to President United States Senator. from Vermont. 
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Medical Administration, to which the Commission transfers the FSA 
health functions including the FDA drug-cosmetic law administration. 
They recommend instead that the FSA be converted into a Department 
of Welfare, vested with the health, education, and security functions 
of the executive branch. This recommendation has the significance that 
it is essentially the one made by President Truman in his first plan under 
the Reorganization Act of 1949, which the Senate rejected on August 16 
by a 60 to 32 vote; and under which the FDA would remain in that 
Department.** That plan was rejected for the asserted reason that it 
does not comply with the Commission's recommendations on the FSA 
(which was thus made a Department of Social Security and Education 
alone) and for a United Medical Administration. But it was actually 
rejected for two different reasons. They are, first, a contention that the 
health functions should be exclusively located in a new Department of 
Health; *° and, secondly, the fear that such a Department of Welfare, 
headed by the present Federal Security Administrator, would be more 
effectively used by him to promote legislation for socializing medicine.** 
We note here that he strongly opposed the Commission's recommenda- 
tion of FDA transfer in his July 14 letter to the Senate Committee on 
Expenditures in the Executive Departments (quoted in Annex F), and 
that his opposition should prevent his transfer. 


Hence, the Commission is significantly divided on the second recom- 
mendation. This fact undermines confidence in it, and, what is even 
more important, the dissenting statements by Commissioners Pollock and 
Rowe are conclusive against it. 


This Recommendation Conflicts with the Task 
Force Reports 


The Commission's second recommendation is also sharply chal- 
lenged by its own record because it directly conflicts with the recommen- 
dations by its three task forces dealing with this subject, and their 
recommendations in turn directly conflict with each other. The first 
task force is on public welfare, and it is the major one. For it is the 


“In his message on this plan, President fare, was favorably reported on February 





Truman stated that administrative trans- 15, 1949 

fers to and from the FSA recommended * This is the contention of the American 
by the Commission, including the FDA Medical Association 

transfer, are under study. H. R. 782, “This reorganization plan makes the 
Eighty-first Congress, First Session, con- present Federal Security Administrator the 
verting the FSA into a Department of Wel- Acting Secretary of Welfare 
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Brookings Institution,** its report is the basic research study for the 
Commission on the health functions of the executive branch, and that 
report contains the best discussion of the FDA (quoted in Annex G).** 
After pointing out that the FDA administers the basic national food 
and drug law to protect health, this task force makes four recommenda- 
tions with respect to it. The first recommendation is that the FDA 
be transferred to a health unit in a new Department of Health, Educa- 
tion, and Welfare,** succeeding the FSA, where it continues to admin- 
ister this law, which is just the reverse of what the Commission 
recommends. The second recommendation is that the Department of 
Agriculture's health functions be consolidated in the FDA, except the 
administration of the meat inspection *° and animal biologic acts, which 
is also the reverse of what the Commission recommends. The third 
recommendation is that the administration of the human biologic act 
be consolidated in the FDA, which is likewise the reverse of what 
the Commission recommends. The fourth recommendation (previously 
indicated) is that the administration of the supplemental law against 
false advertisement be consolidated in the FDA, which is again the 
reverse of what the Commission recommends. But, in thus recommend- 
ing that the FDA be reduced to a subordinate place in the foregoing 
health unit, this task force violates its further recommendation that 
nothing should be done to reduce the status of the chiefs of the FSA 


professional bureaus.*! 


The second task force is on medical services, and its members are 
physicians. It similarly makes four recommendations in its report 
(quoted in Annex H).*® The first recommendation is that the FDA 
be transferred to a division in a new Department of Health,** where it 
continues to administer the basic law. The second recommendation is 
that the Department of Agriculture's health functions be consolidated 
in this division, except the administration of the meat inspection and 
animal biologic acts. The third recommendtaion is that the adminis€ 








% This Institution is an eminent research 
organization of authoritative standing. 

% See the additional references to the 
FDA in this basic report. 

* It is similar to the Department of Wel- 
fare, recommended by the President and 
rejected by the Senate. 


“ The report by this task force states 
(p. 225) that ‘‘meat inspection ... is 
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tration of the human biologic act be consolidated in this division, and 
the fourth recommendaton is an implied one “* that the administration 
of other supplemental food and drug laws be consolidated in this divi- 
sion. Each of these recommendations is likewise the reverse of what 
the Commission recommends, and they all differ from what the first 
task force recommends by administratively consolidating the national 
food and drug law (except as provided) in a division containing the 
FDA instead of in it. This difference is surprising ‘because these two 
task forces cooperated in their reports,*® and that explains the identity 
of their recommendations otherwise. 


The third task force is on agriculture activities. It includes repre- 
sentatives of agriculture, and its chairman is the dean of a state college 
of agriculture.*® It makes a recommendation in its report (quoted in 
Annex I) which completely differs from what either the Commission or 
the other task forces propose. For it recommends that the administration 
of this law be consolidated in a regulatory unit of the Department of 
Agriculture, except as to the revenue acts which are left in the Bureau 
of Internal Revenue. This task force recommendation is, of course, the 
source of the Commission's recommendation that the food law adminis- 
tration be located in that Department, but an examination of the report 
making it discloses three undermining facts. They are, first, the report 
admits conflicts between the agricultural interests represented by that 
Department and the consumer interests protected by this law; secondly, 
it also admits there is no overwhelming logic for consolidating this law 
in that Department; and, thirdly, its argument for such consolidation 
is essentially the one made by the Commission for placing the food law 
administration in that Department, which is fallacious as we have seen. 
Moreover, this argument ignores the additional fact that it is unsound 
to vest the administration of a national drug and cosmetic law in an 
agricultural agency. 


Hence, we find that no task force made this second recommendation 
by the Commission, that in making it, the Commission disregarded the 
recommendation by its major task force on public welfare to maintain 
and consolidate the administration of our national food and drug law 


**See p. 64 of the report by this task * See p. 26 of the report by the task 
force. force on public welfare. 
* Tllinois State College of Agriculture. 
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in the FDA, with the exception of certain special food and drug laws,*’ 
and that in placing the food law administration in the Department of 
Agriculture, the Commission followed the recommendation of an agri- 
cultural task force interested in such Department, which is based on 
a fallacious argument. 


In Conclusion 


That statement completes this examination of the Commission's 
second recommendation to split up the administration of our national 
food and drug law, in a new way and to a greater extent. We have 
explained that this recommendation is principally effective to divide the 
FDA administration of the basic adulteration and misbranding law on 
a product basis between two different and independent agencies, whereby 
the FDA is thus dismembered and wiped out. We have shown that 
the Commission is not authorized to make this recommendation, that 
it is sharply challenged by its own record, and that it is wholly incon- 
sistent with President Roosevelt's action on the FDA, under a prior 
and similar reorganization act. In doing so, we have further shown 
that such an administrative breakup of this law and the resulting FDA 
destruction are fundamentally unsound as a matter of public policy, 
because they are detrimental to the welfare of the consuming public 
and regulated industries alike. That is finally why this recommendation 
cannot be approved and must be rejected. A statement made with regret, 
since the Commission has otherwise rendered an essential public service. 


It remains to add, in conclusion, that this basic national food and 
drug law historically originated in separate product laws, which were 
differently administered; that their product and administrative unification 
into a common law was an inevitable evolutionary development for 
natural and constructive reasons; and that analogous basic laws enacted 
by the states and in foreign countries ** have experienced a like develop- 
ment for similar reasons. These reasons are self-evident, and they 
have been indicated, in part. We may now summarize them by saying 
that while this national law applies to different products, it expresses 
a single policy. For (a) these products are in the same consumer class, 
and they are significantly interchangeable under this law; (b) it regu- 





* Neither the reports to nor the reports *s For example, see the basic laws in 
by the Commission recommend a compre- England and Canada. 
hensive administrative consolidation of the 
national food and drug law. For certain 
special laws are excluded in each instance. 
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lates them for the same basic purposes, to protect health and prevent 
commercial deceit; (c) it regulates them by the same basic definitions 
of adulteration and misbranding, broadly speaking; (d) it regulates 
them according to the same basic administrative and enforcement provi- 
sions, in their general conception; and (e) it can most efficiently and 
economically regulate them through a common organization and with 
interchangeable facilities, as experience has amply demonstrated. 


Hence, the Commission's second recommendation would reverse 
that sound historical unification of this basic national law; it would put 
this law back on the unsound divided product and administrative basis, 
from which it emerged about half a century ago; and it would destroy 
the FDA expert professional organization, specially created to provide 
an integrated and the best administration of this law—an organization 
which (with its predecessors ) has efficiently administered this law from 
its inception with distinguished success, and which has won the deserved 
confidence of the consuming public and the regulated industries alike. 
Whereas, the true need is the opposite one of maintaining the adminis- 
tration of this law in the FDA and of administratively consolidating the 
supplemental food and drug laws in it. More than that, it should be 
elevated to an independent administrative status which is invited by 
its importance and record. 


ANNEX A 
(From the Hoover Commission Report on Department of 
Agriculture, Pages 21-24) 
Regulation of Food Products to Protect Consumer ‘ 
There are some 21 legislative acts bearing on the purity of food 
and drugs, standards and grades of products, etc.: 


The Department is vested with regulatory authority to grade vari- 
ous agricultural products. It is directed to inspect meat, animal virus 
serum, toxins, insecticides, and seeds. It also supervises the stand- 
ardization of containers. 


The Federal Security Agency, under the Food and Drugs Act, 
regulates the adulteration of foods, standards of containers, tolerances 
of poisonous ingredients of foods, and various milk requirements. In 
addition, it regulates drugs, virus serum, and toxins for human use. 
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The Federal Trade Commission administer regulations against false 
advertising of foods, drugs, therapeutic devices, and cosmetics. It regu- 
lates the branding of wool and fibre products. 


The Bureau of Internal Revenue in the Treasury administers the 
taxes on oleomargarine for food purposes, the prohibitory taxes on 
renovated butter, and on filled cheese. 

Many of these authorities were once in the Department of Agricul- 
ture. Their separation from other departmental activities in these fields 
creates great overlap and also confuses the public. The Department 
is much better equipped for research on these matters. 


A few random examples of confusion are: 


Requirements for labeling and advertising of foods and drugs 
should be substantially identical; the same misrepresentations are likely 
to occur in both labeling and advertising and should be dealt with at 
the same time. Labeling is handled by the Federal Security Agency 
and advertising by the Federal Trade Commission with diverse require- 
ments enforced through diverse procedures. 


Many chemicals have multiple uses. Insecticides or rodenticides 
are regulated under the Federal Security Agency, while insecticides, 
fungicides, and rodenticides are inspected also by the Department of 
Agriculture. Likewise, single-use products such as disinfectants, mold 
preventives, or products for treatment of fungicidal skin diseases, may 
fall within both departments. 

Viruses, serums, and toxins for human use are regulated by the 
Federal Security Agency, while their animal uses are regulated by 
Agriculture. 

Voluntary standards for grading fruits. vegetables, and other agri- 
cultural products to facilitate trade transactions are extended by the 
Department through educational processes to the consumer, and yet are 
at variance with standards for foods developed for consumer protection 
by the Federal Security Agency. 

Adulteration of meat and other food products falls under the Meat 
Inspection Act administered by the Department of Agriculture and also 
under the Food and Drug laws administered by the Federal Secur- 
ity Agency. 

There are innumerable illustrations of what happens to the pro- 
ducer. Asa result, a manufacturer of a rat poison containing strychnine 
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must comply with regulations of the Department of Agriculture, while 
the same or another manufacturer of a pharmaceutical product using 
strychnine as a drug must comply with regulations administered by the 
Federal Security Agency. 


Recommendation No. 13 


This Commission recommends that all regulatory functions above 
relating to food products be transferred to the Department of Agricul- 
ture and that those relating to other products be placed under a reor- 
ganized Drug Bureau administered by the public health agency.* 


We believe, as does our task force, that the Department of Agricul- 
ture will be vigorous in the protection of consumer interest. 


A summary of the laws dealing with these subjects is attached in 


Annex II. 
ANNEX B 


(From the Hoover Commission Report on Department of 


Agriculture, Pages 39-41 ) 
Annex II. Legislation on Regulation of Food Products and Drugs 


Department of Agriculture 


The Department of Agriculture administers the following acts: 


1. Meat Inspection Act of 1907: 
slaughtering, packing, meat-canning, and similar plants; ante mortem 
inspection of live animals and post mortem inspection of carcasses at 
such plants for fitness for food; use of dyes and preservatives in meats; 
labeling of canned meat and meat food products. 


2. Horse Meat Act of 1919: 
horse meat products be so labeled. 


Sanitary requirements for 


Requirement that horse meat and 








* Dissent: We do not concur with this 
recommendation. Both the Committee on 
Medical Services and the Brookings Insti- 
tution recommended that this function be 
continued as part of a reorganized public 
health service within the Federal Security 
Agency or its successor. The Agricultural 
Committee Task Force, on the other hand, 
recommended that the Food & Drug 
Administration be returned to the Depart- 
ment of Agriculture. The compromise posi- 
tion of the Commission has not been 
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advocated by any of our Task Forces and 
appears to us to be fundamentally unsound, 
since it would presumably involve disin- 
tegrating an efficient organization on a 
basis which, in our opinion, is not feasible 


and would involve duplicating field per- 
sonnel and laboratory equipment. We 
would, therefore, suggest that the whole 


matter be subject to very careful investi- 
gation before any action is taken. 
James K. Pollock 
James H, Rowe, Jr 
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3. Imported Meat Act (sec. 306, Tariff Act of 1930): Prohibition 
against importation of meat unfit for food or from countries with rinder- 
pest or foot-and-mouth diseases. 


4. Animal Virus, Serum, and Toxin Act of 1913: Licensing and 
s 
regulation of establishments for preparation of animal viruses, serums, 
and toxins, and of the importation of such products. 


5. Federal Insecticide, Fungicide, and Rodenticide Act of 1947: 
Adulteration, misbranding, and informative labeling of economic poisons 
for control of weeds, insects, rodents, fungi, and other pests except 
viruses on man or animals; registration of economic poisons. Farmers 
are probably the largest group of consumers interested. 


6. Federal Seed Act of 1939: Adulteration, unfitness, misbrand- 
ing, informative labeling, and false advertising of agricultural and vege- 
table seeds for seeding purposes; staining seeds for place of origin. 
Farmers are the primary group of consumers interested. 


7. Standard Containers Acts of 1916 and 1928: Standard climax 
baskets, hampers, round-stave baskets, splint baskets, and half-pint, 
pint, and quart, and multiple-quart baskets for fruits and vegetables 
and mushrooms; approval of manufacturers’ specifications for hampers, 
round-stave, and split baskets. 


Food and Drug Administration 


The Food and Drug Administration of the Federal Security Agency 
administers the following acts: 

8. Food, Drug, and Cosmetic Act of 1938: Adulteration, mis- 
branding, and informative labeling of foods, beverages, compendia 
drugs, other drugs, therapeutic devices, and cosmetics; a definition and 
standard of identity, a standard of quality, and standards of fill of 
containers for any food; tolerances for added poisonous ingredients to 
foods; certification of coal-tar colors for foods, drugs, and cosmetics: 
emergency permit control of producers of contaminated foods; inspection 
of sea-food plants; permits for new drugs; and certification of strength, 
quality, and purity of insulin, penicillin, and streptomycin. “Food” 
includes beverages, and ‘‘food” and ‘‘drug” include those for animals 
as well as for man. 


9. Caustic Poison Act of 1927: “Poison” and antidote statements 
on consumer packages of caustic poisons. 
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10. Imported Milk Act of 1927: Sanitary requirements for fluid 
milk imported from Canada. 

11. Filled Milk Act of 1923: Prohibition against combining fats 
or oils with milk, cream, or skimmed milk so that resulting product 
is an imitation. 

12. Tea Importation Act of 1883: Prohibition of importation 
of tea below established standards of quality. 


Federal Trade Commission 

The Federal Trade Commission administers the following acts: 

13. Wheeler-Lea Amendment, Federal Trade Commission Act: 
False advertising of foods, drugs, therapeutic devices, and cosmetics. 

14. Wool Products Labeling Act of 1939: Misbranding of wool 
and specialty fiber products. 


Public Health Service 

The Public Health Service of the Federal Security Agency admin- 
isters the following acts: 

15. Human Virus. Serum, and Toxin (Biologics) Act of 1944: 
Licensing of manufacturers of viruses, serums, toxins, antitoxins, and 
analogous products for treatment of man; misbranding and informative 


labeling of such products. 
Bureau of Internal Revenue 

The Bureau of Internal Revenue of the Treasury Department 
administers the following acts: 

16. Oleomargarine Act of 1886: Tax on oleomargarine and pro- 
hibitory tax on yellow oleomargarine. 

17. Adulterated and Process or Renovated Butter Act of 1886: 
Prohibitory tax on adulterated and process or renovated butter. Also 
the Secretary of Agriculture administers provisions for the sanitary 
inspection of renovated butter factories and for the labeling of process 
or renovated butter and for the confiscation of such butter found to 
contain materials deleterious to health or unwholesome. 

18. Filled Cheese Act of 1896: Tax on filled cheese and label- 
ing requirements. 

19 and 20. Harrison Antinarcotic Act and Marijuana Act: Taxes 
on various narcotics and control of distribution. 
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21. Section 5(2) and (f£) of Federal Alcohol Administration Act: 
Labeling and advertising and standards of fill of containers for alco- 
holic beverages. 


ANNEX C 


(From the Hoover Commission Report on Social Security 
(etc.), Pages 49-51 ) 


Additional Comments by Commissioners Pollock and Rowe 


The Food and Drug Administration should remain, as a unit, with 
the other public health activities unless, and until, careful study shows 
its functions should be placed elsewhere. 


Under the majority opinion, the food aspects of the Food and 
Drug Administration would be split away and assigned to the Depart- 
ment of Agriculture; the drug aspects would be transferred to a pro- 
posed Bureau of Health. This recommendation apparently results from 
the association of the word ‘‘food”’ with agricultural and processing pro- 
grams, and the association of the word “drug” with health matters. 


The real basis for grouping functions is the one emphasized by 
this Commission in its first report on “General Management of the 
Executive Branch’’—on the basis of ‘‘major purpose.”’ 


The major purpose of the Food, Drug, and Cosmetic Act and the 
basic concern of the Food and Drug Administration is to protect the 
consumer. This is accomplished at present under a unified program 
designed to safeguard the consumer against: Economic cheats (mis- 
leading and deceptive labels, substitution of cheaper ingredients, short 
weight); filth and other extraneous or obnoxious materials; harmful 
products or products containing harmful ingredients; and drugs and 
devices for which false curative claims are made. 


The Food and Drug Administration has a single corps of inspectors 
and chemists whose assignments are interchangeable among food, drug, 
cosmetic, and other aspects of its work. The same group of inspectors 
and chemists in a field station can now concentrate on a food project 
which is “in season” and can move thereafter to a drug or cosmetic 
project without slack work periods or seasonal inactivity. Common 
skills and processes are involved in the inspections and laboratory investi- 
gations essential to effective enforcement. There is a common system 
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for selecting, training, and developing the scientific, technical, and 
administrative personnel required in the Administration's work. Trade 
and business relations regarding food, drug, and cosmetic matters are 
similar. Relationships with the United States District Attorneys, the 
Department of Justice, and the Federal Courts are the same for the 
enforcement of the law with respect to either foods, drugs, cosmetics, 
or therapeutic devices. Identical techniques also apply to the control 
of the import of all these commodities. 


The splintering apart of the Food and Drug Administration, at 
least on the basis recommended by the Commission, would create— 
rather than eliminate—duplication and overlapping of services, activities, 
and functions. The one common system of Washington and field labora- 
tories and the one common and interchangeable professional staff of 
chemists and inspectors that now serve the Food and Drug Adminis- 
tration would be supplanted by two systems of laboratories and two 
staffs. These two separate staffs, working independently of each other, 
would be without the flexibility and economy of work assignment per- 
mitted under existing arrangements. Furthermore, the basic law enacted 
in 1906, and revised in 1938, has many identical provisions applying 
uniformly to food, drug, and cosmetic products. It would be chaotic 
if the provisions of this law were separately applied by two differ- 
ent agencies. 


No substantial evidence has been presented and no convincing 
case has been made for splitting the Food and Drug Administration's 
work and dividing it as proposed in the Commission's report. There 
is no claim that such action would eliminate duplication of effort. No 
evidence has been presented to indicate that such action would result 
in more effective consumer protection or in more economical or 
efficient operation. 


This is not to say that we believe there are no organizational prob- 
lems in this most complex field. There are duplications, overlaps, and 
inconsistencies between Food and Drug, the Federal Trade Commis- 
sion, the Department of Agriculture, and the Antitrust Division of the 
Department of Justice. As individual Commissioners, with insufficient 
staff at our disposal, we are unable to point the way to improvement. 
But until that way is carefully and thoroughly documented, we feel 
it is wiser to leave things as they are. 
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ANNEX D 


(From the Hoover Commission Task Force Report on 
Regulatory Commissions, Page 133) 


Relations with Food and Drug Administration 


A conflict in jurisdiction now exists between the Federal Trade 
Commission and the Food and Drug Administration. The Administra- 
tion has statutory responsibility in the field of labeling of food, drugs, 
and cosmetics. The Commission has similar powers over false and mis- 
leading advertising. Efforts have been made to minimize conflict: The 
Administration has conducted investigations for the Commission; and 
the Commission has withdrawn from the field of labeling. 

But the divided jurisdiction has created difficulties. Stipulations 
on advertising accepted by the Federal Trade Commission have pre- 
cluded proceedings by the Food and Drug Administration against similar 
labels. Testimony given before the Federal Trade Commission has led 
to constitutional immunity in court proceedings brought by the Food 
and Drug Administration. 

At present, most of the responsibility in the food, drugs, and 
cosmetics industries is held by the Food and Drug Administration, 
which has a substantial staff, research laboratories, and field agents. 
A small fraction of the work is lodged in the Federal Trade Commission, 
which has no research facilities, no field staff, and only three technical 
specialists. Since the technical problems are dominant in the investiga- 
tion of false advertising, it is recommended that the area of false and 
misleading advertising of foods, drugs, and cosmetics should be trans- 
ferred to the Food and Drug Administration. 


ANNEX E 


(From President Franklin D. Roosevelt's Message of April 11, 
1940, on Reorganization Plan No. IV under “Reorgani- 
zation Act of 1939," Effective on June 30, 1940) 


I further propose to transfer to the Federal Security Agency the 
Food and Drug Administration with the exception of two activities 
intimately related to the work of the Department of Agriculture. The 
work of the Food and Drug Administration is unrelated to the basic 
functions of the Department of Agriculture. There was, however, no 
other agency to which these functions more appropriately belonged until 
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the Federal Security Agency was created last year. I now believe that 
the opportunity for the Food and Drug Administration to develop along 
increasingly constructive lines lies in this new Agency. There is also 
need for coordination of certain of its functions with those of the Public 
Health Service. To accomplish these objectives, the plan establishes the 
Administration as a separate unit within the Federal Security Agency. 


, ANNEX F 


(From July 14, 1949, letter by Federal Security Administrator 
to Senate Committee on Expenditures in the 
Executive Departments ) 


Food and Drug Administration 


Again I find myself in disagreement with the Commission. In my 
opinion nothing would be gained and much would be lost in splintering 
this Bureau which has had a history of unified operations for more than 
40 years. Such action would be a denial of the Commission's own con- 
cept of grouping Government agencies according to major purposes, 
which in this instance is the protection of the consumer. 


The results of a divided enforcement program would be duplica- 
tion and confusion. Scientific and administrative personnel would be 
duplicated in separate establishments; laboratories would be duplicated 
in Washington and the field; a dual corps of inspectors would cover 
the same territory; two sets of import controls would be in effect; two 
units of legal counsel would be required. Confusion would follow— 
particularly in trade and business relationships and in relation to legal 
action and the courts. Already we have evidence of a similar kind of 
confusion in the regulation of advertising of food, drug and cosmetic 
products by the Federal Trade Commission. 


I feel strongly that it would not be in the public interest to transfer 
the Food and Drug Administration in whole or in part away from the 
Federal Security Agency—either to the Department of Agriculture 
on the one hand or to an independent United Medical Administration 
on the other. In transferring the Food and Drug Administration to this 
Agency in 1940, President Roosevelt said: “The work of the Food and 
Drug Administration is unrelated to the basic functions of the Depart- 
ment of Agriculture and there is no other Agency to which these func- 
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tions more appropriately belong than to the Federal Security Agency.”’ 
I think this is still true. 


It seems to me equally self-evident that this Bureau—or a part 
of it—cannot operate successfully in a setting where the interest of 
producers and processors—as contrasted with consumers—is the para- 
mount objective. Responsibility for devising ways and means to increase 
the production and marketing of agriculture products is unrelated and 
may even be contrary to the purposes of the gsFood, Drug and 
Cosmetic Act. 


Under the heading ‘Public Health Service’ I have commented on 
the proposed independent United Medical Administration. Should such 
an administration be established, a specialized interest and professional 
leadership would control it and the consumer interest, which is the 
major concern of the Food and Drug Administration, might be neglected. 
Moreover, economic cheats, misbranding, slack-filled and deceptive pack- 
aging are not medical matters. The legal sanctions and enforcement 
procedures which are the core of food, drug, and cosmetic regulations 
are not the familiar techniques of those whose first concern is medicine. 


In my judgment, the Food and Drug Administration must remain 
a single unit. Its present independent position in this Agency permits 
greater opportunity to serve our citizens. The views of Commissioners 
Pollock and Rowe on pages 49-51 of the Commission's Report on 
Social Security support this conclusion forcibly and clearly. I am in 
complete accord with them. 


ANNEX G 


(From the Hoover Commission Task Force Report on Public 
Welfare, Pages 66-67, 222-226, 227-228 ) 


Food and Drug Administration 


As the Food and Drug Administration is designed by law for the 
protection of health, it should be transferred to the Public Health Service 
in the proposed Section of Health Standards and Inspection in order 
to strengthen its law-enforcement powers. Furthermore, regulatory 
powers within the Department of Agriculture which are in any way 
related to health should be consolidated under the Food and 
Drug Administration. 
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The research facilities of the Food and Drug Administration are 
established by law to implement its enforcement powers. Some research 
is vital in obtaining the knowledge necessary for law enforcement. 


Under the National Biologics Act, the Biologics Control Laboratory 
operates in the National Institute of Health, Public Health Service, 
and the Virus, Serum, Toxin Act is administered by the Bureau of 
Animal Industry, Department of Agriculture. Both the Public Health 
Service and the Bureau of Animal Industry are chiefly concerned with 
the therapeutic value of biologics. Both are regulatory activities, one 
affecting man and the other animal. The control of animal biologics 
should be retained in the Bureau of Animal Industry, Department of 
Agriculture. The control of biologics dealing with man should be trans- 
ferred from the Biologics Control Laboratory, National Institute of 
Health, to the Food and Drug Administration. The control of both 
human and animal biologics has been sustained through professional 
channels of both the physician and veterinarian. ’ 


Under existing law, the Food and Drug Administration in the 
Federal Security Agency, has control over the misbranding, false label- 
ing, and adulteration of foods, drugs, cosmetics, and devices, while the 
Federal Trade Commission is given specific authority over misleading 
advertising of these same products. 


For a period of years there has been need for the clarification of 
the functions of these two agencies in these closely related areas. The 
problems presented in this controversy are not directly related to the 
public health nor is this controversy within the province of this study. 
However there is abundant evidence of the need for a clarification of 
the functions of both these agencies by a codification of all the laws 
which pertain to the falsification of information in relation to foods, 
drugs, cosmetics and devices. 


* * . 2 * 


Food and Drug Administration 


The Food and Drug Administration was created by an Act of 
Congress in 1906 (34 Stat. 3915; 21 U. S. C. 1, secs. 1-5), and an 
Agricultural Appropriation Act of 1931 (46 Stat. 392). It was trans- 
ferred to the Federal Security Agency by the President's Reorganization 
Plan No. 4, effective June 3, 1940. Its Commissioner acts under the 
direction of the Administrator of the Federal Security Agency. 
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Organization and functions.—The Commissioners, in carrying out 
the functions of the Administration, are assisted in their duties by heads 
of 11 divisions. These divisions are chiefly concerned with the technical 
work of their division and the coordinating and regulatory activities of 
the Administration. The Divisions of Pharmacology, Microbiology, and 
Vitamine Bacteriology are concerned with research as it is related to 
their respective divisions. The Divisions of Food, of Drugs, and of 
Cosmetics, likewise confine their activities to scientific methods of their 
specific problems of enforcement. The Divisions of Interstate, Import, 
and State Corporations are administrative offices specifically planned and 
directed for the enforcement of laws and the coordination of the Ad- 
ministration’s activities. The Medical Division is responsible for the 
medical policy of the Administration with respect to the chemical studies, 
and the efficacy and safety of food and drugs for man and animal. 


As the activities of the Administration are nation-wide, regional 
offices locatéd in strategic cities, fully equipped with analytical facilities, 
are maintained. The country as a whole is divided into 16 inspection 
“station territories." These stations are under the supervision of a 
“station chief’ who is responsible for the enforcement of the law within 
his area and who reports directly to the Washington office. The re- 
sponsible area officials are commissioned by the Federal Security Ad- 
ministrator as agents for the Federal Security Agency in the control and 
enforcement of the Federal Food, Drug, and Cosmetic Act. 


Collaborations.—The Administration controls and maintains close 
cooperation with the Division of Customs in the Department of the 
Treasury. It also cooperates with the Post Office Department and the 
Federal Trade Commission in the analysis and investigations of medical 
and other related products. It gives technical assistance to the De- 
partments of the Interior, War, Justice, Veterans’ Administration, and 
other Government and private agencies requesting technical services. 


Health activities, requlatory.—The Food and Drug Administration 
protects the consuming public against misbranded or adulterated foods, 
insecticides and fungicides and the enforcement of the Food, Drug, and 
Cosmetic Act (21 U.S. C. 301 et seq.), the Federal Tea Transportation 
Act (21 U.S. C. 41), the Federal Caustic Poisons Act (15 U. S. C. 
401), the Federal Import Milk Act (21 U.S. C. 141), and the Federal 
Filled Milk Act (21 U.S.C. 61). 
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The Administration advises manufacturers on keeping within the 
requirements of the act. Violations are reported to the Department of 
Justice with recommendations for seizure, criminal prosecution, or in- 
junction actions within the Federal court. 


Research.—It also conducts research that has regulatory objectives. 
Pure research as a distinct activity is not undertaken by the Administra- 
tion. Many research studies are planned and carried out with the sole 
objective of adequate and efficient enforcement of the law. To make 
its regulatory objectives work, the Administration must conduct studies 
that will give the technical knowledge necessary for law enforcement; 
to detect fraud in terms of proof that will sustain court action, as well 
as serve to detect new types of adulteration and new processes. For 
Government agencies that do not have laboratory facilities and technical 
personnel, the Food and Drug Administration assists in conducting 
studies essential to their program. In order to maintain the standards 
set by the United States Pharmacopoeia, or the National Formulary, 
and to determine the safety and the efficacy of medicines, the laboratories 
of the Administration make vitamin assays, bacteriological analysis, and 
investigations into the toxicity of ingredients used in the manufacture 
of foods and drugs, and in related fields which protect health. For 
example, in the field of bacteriology, investigations are made on food 
poisoning and the identification of contaminating organisms. Studies 
are being made to detect the prevalence of brucella in the manufacture 
of cheese from raw milk. This study does overlap the brucellosis re- 
search made in the Bacteriological Division of the National Institute of 
Health. The Food and Drug Administration conducts research on 
poultry diseases in an effort to determine worthless preparations in the 
control and prevention of diseases which are similar to the studies made 
by the Bureau of Animal Industry on various anthelmintics and methods 
of control of animal and poultry diseases. 


Recent publications exemplifying such research as Metabolism and 
Permeability of Normal Skin ( Physiol. Rev. 24: 495, 1946); The Treat- 
ment of Gonorrhea With Streptomycin (American Journal, Syphilis, 
Gonorrhea, and Venereal Diseases 31: 268, 1947); Observation On the 
In Vivo and In Vitro Development of Bacterial Resistance to Strepto- 
vyvin (Journal Bact. 53: 481, 1947) might appear offhand to be out of 
the field of regulatory research. However, such researches are made 
to secure technological knowledge necessary to detect fraud and to 
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enforce the law. They therefore fall well within the regulatory re- 
search activities of the Administration. 

These researches appear to be overlapping. However, since they 
are solely made for the detection of adulterations, they do not require 
the high degree of competence required in PHS researches, and can, 
therefore, best be undertaken in connection with the regulatory powers 
of the Food and Drug Administration. 

The Biologic Control Laboratory, National Institute of Health, 
Public Health Service, has enforcement provisions for the control and 
sale of any therapeutic viruses, serums, toxins, vaccines, or analogous 
products, including arsphenamine or its derivatives used in the pre- 
vention, treatment, or cure of diseases or injuries of man. This control 
is enforced under section 351, Public Health Service Act (Public Law 
410, 78th Cong.), formerly the act of July 1, 1902 (32 Stat. L. 728, 
ch. 1378). Provision is made for annual inspection of licensed and 
nonlicensed laboratories, under its standards of minimum requirements 
for licensed products as to their potency, purity, and safety. Although 
the purpose of this act is to assure the consumer that those biologics are 
potent and free from contaminants, it gives no authority to control the 
sale of biologics. That obligation belongs to the States. The act also 
provides for the conduct of research on the development of new biologics 
and the new methods for their control. 

The work carried on by the National Institute of Health in the ad- 
ministration of the control and development of biologics is such that 
it does not involve unnecessary duplication. It is chiefly concerned 
with the therapeutic value of the products, their purity, and their potency. 
This service done chiefly for the medical profession is essentially scientific 
and technical in character. 

The Bureau of Animal Industry, Department of Agriculture, also 
has powers to control the interstate shipment, the importation and ex- 
porting of viruses, toxins, and medicines used in the prevention and 
treatment of animal diseases. The Food and Drug Administration ap- 
parently carries a part of the same function in making veterinary tests 
and reporting on the sale of these veterinary products. 

Obligations.—The total obligation for health activities in the Food 
and Drug Administration is used for the protection of health through 
law enforcement. In 1940 the obligations were $2,572,466, $4,620,053 
in 1947, and $4,815,700 in 1948, respectively. 
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Recommendations.—As the Food and Drug Administration is 
essentially an agency designed by law for the protection of health, it 
should be transferred to the Public Health Service in the proposed 
Section of Health Standards and Inspection where its techniques for 
law enforcement would be strengthened. Furthermore, to strengthen its 
regulatory functions for the protection of health, regulatory powers ex- 
cept meat inspection, which is after all concerned with the grading of 
meat for commercial purposes, as well as health, within the Department 
of Agriculture related to health should be consolidated under the Food 
and Drug Administration. Research facilities are established by law 
in the Food and Drug Administration because research is vital in ob- 
taining the knowledge necessary for law enforcement. The facilities for 
law enforcement and research are, therefore, well combined in one 
agency. 

With respect to the National Biologics Act, Public Health Service, 
and the Virus, Serum, Toxin Act of the Bureau of Animal Industry, 
Department of Agriculture. they could well remain where they are 
now. Both are regulatory activities, one affecting man and the other 
animal. The control of animal biologics should be retained in the Bureau 
of Animal Industry, Department of Agriculture. The control of biologics 
dealing with man should be transferred from the Biologics Control 
Laboratory, National Institute of Health, to the Food and Drug Admin- 
istration. The control of both human and animal biologics has been 
sustained through professional channels of both the physician and 


veterinarian. 


Federal Trade Commission 


The activities of the Federal Trade Commission which may be 
interpreted as public health services are based on its regulatory acts 
to prevent unfair or deceptive practices in the handling of foods, drugs, 
cosmetics and medical devices. The Commission's policy has been to 
“proceed only when the resulting dangers may be suspicious or the 
public health may be impaired and in such cases to require that appro- 
priate disclosure of the facts be made in the advertising.” 


Creation, Functions, and Organization 


The Commission was created by an act of Congress, September 
26, 1914 (38 Stat. 717; 15 U. S. C. 41-51). It was originally enacted 
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to prohibit the “unfair methods of-competition,”’ the restraint of trade, 
and the practices of price fixing. The phrase “unfair methods of com- 
petition’’ was purposely not defined in the act; it was left to the Com- 
mission and to judicial reviews to determine the meaning of the phrase 
with respect to individual cases. One of the methods of competition 
early proceeded against by the Commission as unfair was the misbrand- 
ing and misrepresentation of goods. Subsequent court action involved 
false and misleading advertising, misbranding of such commodities as 
food, drugs, cosmetics, medical devices, and poisons. 


The law was amended by the Wheeler Act of March 21, 1938 (52 
Stat. 111-117; 15 U. S. Code, sec. 41-58), in several important respects. 
one of which was to make unlawful “unfair or deceptive acts or prac- 
tices” as well as “unfair methods of competition.” Under the amended 
act it was not necessary for the Commission to prove injury to competi- 
tion where an act or practice can be shown to be unfair or deceptive and 
(where) there is substantial public interest in its prevention. The 
Commission, furthermore, is empowered and directed to prevent persons, 
partnerships or corporations, except banks and common carriers subject 
to the act to regulate commerce, from using unfair methods of competi- 
tion in commerce. The Commission under these acts also has the power 
to control false advertising of food, drugs, cosmetics, etc., over the 
radio and to control medical and health broadcasts of public-health 
significance. Section 12 of the same act makes it unlawful to use the 
United States mails for the dissemination of unfair and deceptive prac- 
tices of false advertising. 


The Federal Trade Commission carries out the functions under its 
acts through 8 bureaus and 20 or more divisions. 


The Bureau of Medical Opinions (formerly Medical Advisory 
Division ) furnishes the Commission with professional opinions in matters 
involving health, medical, and technical questions insofar as they are 
related to legal aspects of law enforcement. Its scientific personnel con- 
sists of a director, a chemist, and a medical officer. In cases where 
specialized testimony is required, appropriate expert witnesses are 
employed. 

The Bureau of Medical Opinions maintains contacts with gov- 
ernmental and nongovernmental scientists and agencies, who serve as 
the Commission's liaison officers. 
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The Commission has no technical laboratories of its own. Analyses 
are made in the laboratories of the Food and Drug Administrator, 
furnishing scientific information for its enforcements. The larger pro- 
portion of the total appropriation of the Bureau of Medical Opinion is 
spent for advisory and regulatory services. For 1948 the total appro- 
priation amounted to $35,100. 

Obligations 

The total cost for 1940 is estimated at $22,640, which represents 
about | percent of the total appropriation. In 1947, $29,754 was spent, 
and for 1948, $35,100, of which 90 percent is for advisory services. 
Recommendations 


Bureau of Medical Opinions.—The control of advertising is quite 
as important as proper labeling in regulatory activities relating to food 
and drugs and the two functions are intimately related. Both should 
be administered by the Food and Drug Administration with transfer 
of duties relating to misleading advertising from the Federal Trade 


Commission. 


ANNEX H 


(From the Hoover Commission Task Force Report on Federal Medical 
Services, Pages XIII, 64. 66) 


Remedies 


The present numerous agencies concerned with similar medical 
activities must be integrated into two major systems—military and non- 
military. For the nonmilitary system, we recommend a new National 
Bureau of Health, part of the proposed Cabinet Department. It should 
be headed by a professional, career director general, and manned by 
career personnel drawn initially from existing agencies. It should in- 
clude at least three main divisions: (1) Medical care, (2) public health, 
(3) research and training. 


¥ 


Public Health Functions of the National Bureau of Health 
The Federal public health organization is much less confused now 
than before the principal units were gathered together in the Federal 
Security Agency. A number of important public health activities are 
still outside that Agency and perhaps should remain so in recognition of 
the importance of having the maximum number of agencies develop 
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an active interest in health. It is equally important, however, that these 
activities be coordinated. Accordingly, we have not proceeded on the 
assumption that it was either necessary or advisable to draw all health 
activities under a single administration. We were, however, cognizant 
of some jurisdictional disputes and internal maladjustments. 


All Federal public health functions and agencies, with the ex- 
ceptions noted, should be transferred to the Public Health Division of 
the proposed National Bureau of Health. Specifically, this includes: 


1. From the Public Health Service, the Bureau of State Services, 
the quarantine activities of the Bureau of Medical Services, the Biologics 
Control Laboratory and the cancer control activities of the National 
Institutes of Health, and Offices of Sanitary Engineering and of 
Dentistry from the Office of the Surgeon General. 


2. The Food and Drug Administration. 


We do not recommend the inclusion of the preventive medicine 
functions of the armed forces, the Children’s Bureau, the Office of 
Vocational Rehabilitation, or meat inspection or other activities of the 
Department of Agriculture. 


The most important functions of the Public Health Division will 
be (a) the administration of grants-in-aid to States and the provision 
of technical assistance and demonstrations, (b) the conduct of a clearing 
house of information on public health activities of both public and 
private agencies, including the conduct and sponsorship of research in 
public health problems, and (c) the establishment and enforcement in 
interstate commerce of regulatory standards for food, drugs, medical, 
sanitation, and other types of equipment used in health services. 


The meat inspection service now in the Bureau of Animal Industry 
should remain there. It is a service operated by veterinarians trained 
in animal pathology and should be associated with related operations. 
The control of animal biologics should also continue in its present 
organizational locations. Other activities of Agriculture relating to 
human health should be coordinated with general health work of the 
Federal Government, under the leadership of the Director General 
of the proposed Bureau of Health. 


Numerous Federal agencies quite properly carry on health activities 
which should not be transferred to the new cabinet department. In- 
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terest in health should be as broad as possible, but it is essential that 
responsibility for coordinating all Federal health work be legally placed 
in the Director General of the Bureau of Health. He should be more 
concerned than anyone else in mobilizing the health resources of the 
whole Nation for a concerted effort. Work in the fields of nutrition, 
mental health, environmental sanitation, industrial health, the health 
aspects of housing, health education, and international health is carried 
on by various Federal agencies and requires strong coordination by 
interdepartmental and interagency committees provided with proper 
secretariat. Such committees should assist in solving existing juris- 
dictional disputes over industrial health, milk inspection, hospital con- 
struction and stream pollution control. They should agree upon suitable 
divisions of work and prevent duplication and contradictions in policies 
and educational materials. Problems of rural health and the health 
of migrant labor demand approaches on a broad governmental front 
involving many Federal agencies. 


ANNEX I 


(From the Hoover Commission Task Force Report on 
Agriculture Activities, Pages 53-55) 


Proposed Bureau of Food and Drugs 


In addition to the acts for the regulation of plant and animal insects 
and diseases and marketing standards, facilities, and news services, there 
is a large group of regulatory acts (around 20 in all) which it is recom- 
mended be placed under a Bureau of Food and Drugs in the Regulatory 
Administration. These acts relate to regulation, primarily in the interest 
of the consumer, of adulteration, labeling, advertising, containers, and 
sanitary or sound preparation of foods and drugs, economic poisons, 
caustic poisons, viruses, toxins, and poisons, viruses. toxins, and 
analogous products, seeds, and wool products. Their administration is 
now scattered among Government agencies, such as several administra- 
tions and bureaus in the Department of Agriculture, the Food and Drug 
Administration and the Public Health Service of the Federal Security 
Agency, the Federal Trade Commission, and the Bureau of Internal 
Revenue. Among the results of such diversity of administration are 
conflicting standards and unnecessary duplication of activities at both 
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the Washington and field levels.* The committee believed it clear that 
uniformity and efficiency requires that the administration of this large 
group of acts (except those enforced by the imposition of taxes) be 
placed under one tent irrespective of where that tent is pitched. 


There is no overwhelming logic requiring that the location of a 
single agency for administration of these acts be in the Department of 
Agriculture. As the best among a number of alternatives, no one of 
which is wholly satisfactory, it is recommended that all these acts (save 
those enforced by the imposition of taxes) be administered by a Bureau 
of Food and Drugs in the Regulatory Administration of the Department. 
In choosing this alternative the committee has been governed by the 
following considerations: 


1. All these acts save three were at one time administered by 
the Department of Agriculture. While there are occasional conflicts 
between consumer and agricultural interests, as in the case of the 
spray tolerance, sucrose-dextrose, and skimmed-milk controversies, and 
while these controversies achieved substantial political significance, such 
controversies are, after all, relatively infrequent. They have occurred 
not only when the Food, Drug, and Cosmetic Act, for instance, has 
been administered by the Department of Agriculture but also when it 
has been administered by the Federal Security Agency. 


2. Administration of this group of acts by a bureau in the Regu- 
latory Administration of the Department of Agriculture would place 
them in a strictly regulatory setting and give their administration a 
large degree of independence from extraneous considerations. It would 


5A few random examples are: Require- cidal skin diseases, may fall within both 
ments for labeling and advertising of foods acts. Human and animal viruses, serums 
and drugs should be substantially identical. and toxins are regulated by different agen- 
The same misrepresentations are likely to cies, although regulatory problems as to 
occur in both labeling and advertising their proper preparation and strength may 
and should be dealt with at the same be identical. Voluntary standards for 
time. Now labeling is handled by the grading fruits, vegetables, and other agri- 
Federal Security Agency and advertising cultural products to facilitate trade trans 
by the Federal Trade Commission with actions are extended by the Department 
diverse requirements enforced through di- through educational processes to the con- 
verse procedures Many chemicals have sumer and yet are at variance with stand- 
multiple uses. Thus strychnine may be ards for foods developed for consumer 
both a drug under the Food, Drug and protection by the Food and Drug Admin- 
Cosmetic Act administered by the Federal istration of the Federal Security Agency 
Security Agency and an insecticide or ro- Adulteration of meat food products falls 
denticide under the Federal Insecticide, within the Meat Inspection Act adminis- 
Fungicide, and Rodenticide Act adminis- tered by the Department of Agriculture 
tered by the Department of Agriculture. and the Food, Drug, and Cosmetic Act 
Likewise, products of but a single use as, administered by the Federal Security 
for instance, disinfectants, mold preven- Agency 
tives, or products for treatment of fungi- 
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facilitate the elimination of conflicts and duplications. Efforts at co- 
ordination between the different agencies now present somewhat the 
same difficulties as negotiations between two sovereign nations. 


3. The advertising and labeling of foods should not be separately 
administered and the view which led to original separation perhaps 
no longer prevails. The Federal Security Agency has no regulatory 
tradition and almost no regulatory functions outside the Food and Drug 
Administration but is concerned primarily with public welfare, health, 
and education activities. The Public Health Service is primarily a re- 
search and service, and not a regulatory, agency. The acts here con- 
sidered involve economic cheats to an even greater extent than human 
health and also in large measure involve animal health. Nor does the 
research essential to the regulatory activities afford a solution. The 
Food and Drug Administration of the Federal Security Agency and the 
Department of Agriculture each conduct necessary tests and analyses 
and other functional research and have their separate laboratories for 
these purposes. Basic research, whose results may become of use in the 
administration of these acts, is conducted by the Bureau of Home Eco- 
nomics and Human Nutrition and other agencies of the Department of 
Agriculture, by the Public Health Service, and by the Bureau of Stand- 
ards, but much of such research is conducted outside the Government in 
universities, research foundations, and similar institutions, and more and 
more is being undertaken by such institutions under Government 
contract. 

4. Greater practical difficulties would be presented by an attempt 
to remove to the Federal Security Agency the administration of the 
regulatory acts in this field now handled by the Department of Agricul- 
ture than by removing to the Department of Agriculture those acts 
now administered by the Federal Security Agency. 


Several of these food and drug acts are enforced through the 
imposition of internal revenue taxes, or as in the case of labeling and 
advertising of alcoholic beverages, in substantial part through Bureau 
of Internal Revenue employees already located at the manufacturing 
plants for revenue purposes. Because of the uniqueness of tax pro- 
cedures, it is recommended in the interests of both economy and effi- 
ciency of personnel that, despite the subject matter of these several 
regulatory acts, their administration remain as at present with the 


Bureau of Internal Revenue. [The End] 
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Chemicals Used in Manufactured foods 








Or as Pesticides on Growing Foods 


SHOULD THE FOOD, DRUG, AND COSMETIC ACT BE AMENDED TO 
PROVIDE AN ADVANCE CONTROL OF CHEMICAL INSECTICIDES 
AND FUNGICIDES FOR USE ON ARTICLES OF FOOD? 





This paper was presented before the Division on Food, Drug and 

Cosmetic Law, in the Section of Corporation, Banking and 

Mercantile Law of the American Bar Association, in St. Louis, 
Missouri, on September 7, 1949, 


received an urgent telephone call reporting that eight or more 

deaths had occurred at Tulsa, Oklahoma, through the ad- 
ministration of an unidentified sulfanilamide preparation. By October 
16, the causative agent had been identified as a liquid preparation known 
as “Elixir Sulfanilamide” containing a highly poisonous solvent, di- 
ethylene glycol. This was the beginning of one of the most dramatic 
and tragic episodes ever to confront the Food and Drug Administration 
in 30 years of enforcement of the Food and Drugs Act of 1906. Two 
hundred and forty gallons of the deadly compound had been manu- 
factured and widely distributed. Practically the entire field force was 
detailed to trace down and embargo the offending medicine. State and 
local authorities cooperated effectively. When, in response to Senate 
Resolution 194 of November 16, 1937, the Secretary of Agriculture 
reported ' to the Senate on November 25, he was able to state that of 


QO: OCTOBER 14, 1937, the Food and Drug Administration 





1 Seventy-fifth Congress, Second Session, 194 See also the Annual Report of the 





Senate Document No. 124, Elixir Sulfanila- Food and Drug Administration for the 
mide Letter from the Secretary of Agricul- fiscal year ending June 30, 1938, pp. 13 
ture in Response to Senate Resolution No and 14, 
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By PAUL B. DUNBAR 
Commissioner of Food and Drugs 








the 240 gallons manufactured, 228 gallons and 2 pints had been seized 
under Federal and state laws, destroyed, collected as laboratory samples, 
or wasted by spillage and breakage. Eleven gallons and six pints were 
dispensed on prescription or over-the-counter sales. About half was 
consumed and caused approximately 100 deaths. The other half was 
retrieved before consumption. 


In transmitting his report, the Secretary of Agriculture urgently 
recommended the enactment of legislation in the form of license control 
of new drugs to insure against general distribution until experimental 
and clinical tests showed them to be safe for use. The Congress re- 
sponded promptly to this recommendation. Committee Print No. 4, dated 
March 5, 1938, of Senate 5, the Food and Drug Bill then pending before 
Congress, contained a new section, 505, under the caption “Drugs not 
recognized as safe for use,” in substantially the form of the new drug 
section of the present act. 


The most elementary animal experimentation before Elixir Sulfanil- 
amide was distributed would have demonstrated its highly lethal char- 
acter. There were, in fact, published data in readily available scientific 
literature on the toxicity of diethylene glycol. Instead, the consuming 
public was used as experimental guinea pigs. 


Danger of Poisonous Substances Being Added to Foods 


The Elixir case is pertinent to the subject assigned to me for dis- 
cussion, which is “Amendment of Federal Food, Drug, and Cosmetic 
Act re Chemicals Used in Manufactured Foods or as Pesticides on 
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Growing Foods.” The title requires clarification. There is no amend- 
ment now pending before the Congress. It is the purpose of this paper 
to present certain facts which have led thoughtful people in the food 
industries, in medical and legal circles, and in the Congress itself seri- 
ously to believe that amendments to the law paralleling the provisions of 
Section 505, the new drug section, should receive early consideration. 


Notwithstanding the wide publicity given to the highly poisonous 
character of diethylene glycol through the “Elixir Sulfanilamide” epi- 
sode, this same solvent was subsequently found in limited use as a 
solvent for household flavoring extracts. 


Not only did it save alcohol and glycerine, but it was said to keep the flavors 
from ‘freezing out’ of ice cream or ‘baking out” of cake. Fortunately these extracts 
had killed no one, or at any rate no deaths had been traced to them, which is by no 
means the same thing. It goes without saying that there was a prompt roundup 
of these potential killers by state and Federal officials.’ 

Perhaps it has been largely forgotten, but in the early 1930's during 
the prohibition era another tragedy occurred far more extensive than 
the Elixir case since thousands rather than hundreds were injured. An 
article labeled as ‘‘liquid medicine,’ but actually intended for use as 
an alcoholic beverage, was widely distributed through bootleg channels. 
This product, a spurious extract of jamaica ginger, had been doctored 
to make its chemical analysis resemble that of the genuine extract by 
the addition of a highly poisonous substance, ortho-cresy! phosphate. 
This ingredient had the property of producing permanent paralysis. 
Most of the victims had used the poisonous article as an intoxicant 
although a few apparently used it for medicinal purposes. Two years 
of intensive investigation by the Food and Drug Administration were 
required to unearth the facts leading to the successful prosecution of 
the participants in this bootlegging operation.° 


These occurrences are not to be thought of as something in the 
distant past which cannot happen again. A paper on “The Addition 
of Chemicals to Foods,” by Dr. W. B. White of the Food and Drug 
Administration, published in the Food Drug Cosmetic Law Quarterly 
for December 1947, catalogs many instances in which poisons have been 





“2W. B. White, Ph. D., “The Addition 1931 (p. 16), 1932 (p. 9), 1933 (p. 11): also 
of Chemicals to Foods,"’ 2 Food Drug Cos- W. B. White, Ph. D., “‘The Addition of 
metic Law Quarterly (1947) 478. Chemicals to Foods,’’ 2 Food Drug Cos 


3 Annual Reports of the Food and Drug metic Law Quarterly (1947) 478. 
Administration for years ending June 30, 
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proposed for use in foods. The Annual Reports of the Food and Drug 
Administration seldom fail to include some instances of this kind. As 
recently as 1947, seizures were accomplished of frozen peaches to which 
thiourea had been added to prevent darkening.’ Samples of these peaches 
fed to rats promptly killed the animals.; Again, the manufacturer had 
used a highly poisonous substance without regard for consumer welfare. 


Enough has been said, I think, to show that there is an ever-present 
danger that irresponsible manufacturers will and do add poisonous 
substances to foods without adequate preliminary investigation. In mak- 
ing this statement, I specifically exclude the vast majority of responsible 
manufacturers who have repeatedly demonstrated their determination 
to satisfy themselves in advance through adequate toxicological work 
as to the safety of any proposed additions to foods. We have had 
innumerable conferences with the technical staffs of such manufac- 
turers, have discussed with them plans for study, and have been con- 
vinced of their good faith and their determination to obtain satisfactory 
evidence of safety before permitting such substances to be incorporated 
in foods for general consumption. 


Need for Adequate Preliminary Toxicological Studies 


There is no inherent objection under the Federal Food, Drug, and 
Cosmetic Act to the addition of a really useful chemical compound 
to a food product, if it has been established to be entirely safe and if 
such use does not result in the concealment of inferiority or in rendering 
the product adulterated in some other respect. Our standards are replete 
with instances in which, after adequate showing of safety and suitability, 
optional ingredients of this type have been recognized. When a few 
manufacturers ignore their responsibilities, however, and fail to make 
a proper exploration of the safety of added ingredients before marketing 
their products, the public is endangered. The Food and Drug Ad- 
ministration then has the responsibility under the present terms of the 
law to begin the time-consuming pharmacological studies necessary to 
determine whether the substance is toxic or not. If the product is found 
to be toxic, it is only then that we can proceed by seizure to apprehend 
the offending article. In the meantime, the public has been exposed 
unnecessarily to the possibility of injury. 


* Annual Report of the Food and Drug 
Administration, 1947, p. 498 
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By contrast, the new drug section has been extremely effective. 
There are few drug manufacturers who do not know their obligation 
to have an effective application with respect to the safety of a proposed 
new drug before merchandising it. It has been necessary to institute 
action for failure to comply with the requirements of the new drug 
section in only a very few cases. 


Now let us turn to the use of insecticidal sprays. It is fully recog- 
nized that the use of insecticides is essential to permit bringing many 
agricultural food crops to maturity in a condition suitable for human 
consumption and to protect foods against insect depredations during 
manufacturing operations and storage. The Federal Food, Drug, and 
Cosmetic Act does not prohibit the use of insecticides, but it does make 
provisions to guarantee that when they must be used consumer safety 
shall be assured.° During the war, a very large number of new and 
very potent insecticides were developed. Little was known about their 
toxicity either to the person who applied the sprays or to the consumer 
who ate the finished food product. Accurate analytical methods for de- 
termining the amount of residual spray left upon or absorbed by the 
food product were, in many cases, lacking. Knowledge was incomplete 
as to whether residues remained intact, whether they were altered by 
weathering to nontoxic or more toxic residues, whether they could be 
removed by washing, or whether they were absorbed into the plant 
structure and, therefore, could not be removed. Too little was known 
about many of these insecticides to permit holding hearings under Sec- 
tion 406 of the act for the purpose of establishing safe tolerances. This 
situation was alarming, not merely to the Food and Drug Administra- 
tion, but to the conscientious manufacturers who were determined to 
protect the integrity of their products and to satisfy themselves as to 
their complete safety from the consumer standpoint. 


Suggestions for Amendatory Legislation 


To the best of my knowledge, the first concrete suggestion for 
amendatory legislation paralleling the new drug section was made by 
the Chairman of this Division at a symposium on Food Quality and 
Control held by the Division of Agricultural and Food Chemistry of 





5 Paul B. Dunbar, “‘The Food and Drug Food Drug Cosmetic Law Quarterly (1949) 
Administration Looks at Insecticides,’’ 4 233. 
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the American Chemical Society in Chicago, April 19, 1948, in com- 
memoration of the tenth anniversary of the enactment of the Federal 
Food, Drug, and Cosmetic Act. Charles Wesley Dunn, in a compre- 
hensive paper on “The Federal Food, Drug, and Cosmetic Act and 
the Food Industry,” ® raised the question as to whether the act should 
be amended to provide an advance control of chemical insecticides and 
fungicides for use on growing fruits and vegetables to make sure that 
they will not render such foods unfit or dangerous for consumption. He 
stated, 


There is a precedent for that control in the ‘new drug” and “drug pretesting” sec- 
tions of this Act, which have proven to be basically satisfactory; and the facts 
may be said to require it. For there has been a fundamental advance in the develop- 
ment of such insecticides and fungicides, since the war; they have been more or less 
marketed . . . without first appropriately determining their ultimate food effect. 

The American Medical Association printed an editorial on this 
problem under the caption ‘Pesticides: Chemical Contaminants of 
Fcods,"’* and the position of that Association was amplified by James 
R. Wilson, M. D.., in articles entitled ‘Pesticide Residues in Foods as 
Health Hazards” and “The Problem of Toxic Spray Residue on Fruits 
and Vegetables.” * A notable feature of the current concern over this 
subject is the fact that the insecticide manufacturing industry of this 
country itself recognizes the potential health hazards in the excessive 
or careless use of insecticides and urgently favors discriminating control 
in their use and application. In this endeavor, they have the whole- 
hearted cooperation of the entomologists of this country under the able 
leadership of the Bureau of Entomology and Plant Quarantine of the 
Department of Agriculture and the Production and Marketing Ad- 
ministration of the same Department, which enforces the Federal In- 
secticide, Fungicide, and Rodenticide Act. 


Most significant is the thought which is being given to this subject 
by members of the Congress. On May 9, 1949, the Honorable Frank 
B. Keefe of Wisconsin introduced House Resolution 207 to provide 
for the creation of a select committee of the House to conduct a full 
and complete investigation and study of the nature, extent, and effect 
of the use of chemicals, compounds, and synthetics in the production, 


*3 Food Drug Cosmetic Law Quarterly 53 Food Drug Cosmetic Law Quarterly 
(1948) 166-177 (1948) 561, and 4 Food Drug Cosmetic Law 
7 Journal of the American Medical As- Quarterly (1949) 85. 
sociation, 137:1605, August 28, 1948. 
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processing, preparation, and packaging of food products to determine 
the effect of the use of such chemicals, compounds, and synthetics upon 
the health and welfare of the Nation and upon the stability and well- 
being of our agricultural economy. Further investigation would be 
made into the nature, extent, and effect of the use of pesticides and 
insecticides with respect to food and food products, particularly the 
effect of such use of pesticides and insecticides upon the health and 
welfare of the consumer by reason of toxic residues remaining on such 
food and food products as a result of such use. The resolution includes 
a recommendation for similar studies in connection with fertilizers. A 
substantially identical resolution, House Resolution 323, was intro- 
duced in the House on August 10 by Representative Sabath of Illinois. 


The question may be asked why the Federal Insecticide, Fungicide, 
and Rodenticide Act is not a more suitable statute than the Food, Drug, 
and Cosmetic Act for effecting more adequate control over the distribu- 
tion of insecticides, fungicides, and rodenticides. Aside from the fact 
that this law does not authorize the Secretary of Agriculture to prohibit 
marketing of a pesticide on the ground that its toxicity has not been 
adequately investigated to determine its effect when present in human 
food, nor authorize him to prohibit the marketing of an economic poison 
if, in his judgment, its use is hazardous, an amendment of the Insecticide, 
Fungicide, and Rodenticide Act would obviously offer no means of con- 
trol over the unwise and indiscriminate use of untried and unsafe pre- 
servatives, antioxidants, and other ingredients of the type referred to in 
the opening paragraphs of this paper. 


Admittedly, amendments to the law of the kind under discussion 
would impose a heavy additional responsibility on the Food and Drug 
Administration. Mr. Keefe, in statements before the Congress,’ has 
made it abundantly clear that his proposed resolution and investigation 
are for the purpose of acquiring information upon which to base adequate 
legislation. There has been a spontaneous demand for serious considera- 
tion of this topic from many sources. The Food and Drug Administra- 
tion will not seek to evade its responsibility. 


You members of this Division are lawyers who have made special 
and intensive studies of the Federal Food, Drug, and Cosmetic Act and 





9 95 Congre ssional Record 6024-6028, 6031 
(1949). 
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are familiar with the problems of the industries subject to the act. The 
facts I have given are laid before you in the belief that you will give 
constructive thought to the position which you should adopt with regard 
to such legislation when, as seems inevitable, it is taken up by the 
Congress. I am confident that the position this group will take will 
be dictated by sound considerations of public interest [The End] 


W. R. M. WHARTON 


W.R. M. Wharton, chief of the Eastern 
District of the Food and Drug Administration 
from 1920-1948, recently passed away. Mr. 
Wharton was a great figure in the development 
of the Federal food and drug law, having begun 
his career of public service as a food and drug 
inspector in 1907. As a result of his great in- 
terest in import operations, many improvements 
were made in inspectional and laboratory tech 
niques on imported products. A strong pro 
ponent of industry self-control, he cooperated 
with manufacturers and with industry groups 
in their pioneering efforts to devise effective 
industry control. But only time and history will 
be able to place in each proper niche the con- 
tributions made by this man during the 41 years 
he labored so successfully in the field of food 


and drugs. 
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Amendment of | 
the Federal Food, Drug, and Cosmetic Act 


to Provide Administrative Subpoena Power 


THE PROPOSED AMENDMENT IS NOT INTENDED AS A _ STEP 
TOWARDS STRONG-ARMED ADMINISTRATION, BUT ONLY AS A USE- 
FUL PROCEDURAL ADJUNCT TO THE ADMINISTRATION OF THE LAW 








This paper was presented before the Division on Food, Drug and 
Cosmetic Law, in the Section of Corporation, Banking and Mercantile 
Law of the American Bar Association, in St. Louis, Missouri, on 
September 7, 1949. The views expressed are those of the author and 
are not to be considered an official statement of the Federal 


Security Agency. 
R. 4572, A BILL pending in the Eighty-first Congress to 
vest subpoena power in the Federal Security Administrator as 
@ an incident to hearings authorized or required by the Federal 
Food, Drug. and Cosmetic Act, was conceived by the Honorable Frank 
B. Keefe, a representative in Congress from the State of Wisconsin. 
His interest in the legislation is explained in the report of a hearing 
before a Sub-committee of the Committee on Interstate and Foreign 
Commerce, House of Representatives, held on July 13, 1949. 


While the bill did not originate with the Federal Security Agency. 
we do believe that the power provided in it is needed for the effective 





1 Hearing before a Subcommittee of the 
Committee on Interstate and Foreign Com- 
merce, House of Representatives, on H. R 
4572, Eighty-first Congress, First Session, 
pp. 4-11 (July 13, 1947). This document 
is referred to in the following notes as 
Record of July 13 Hearing. 

Mr. Keefe explained that he had been 
amazed to find the Agency without sub- 
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poena power in matters of the importance 
of the Federal Food, Drug, and Cosmetic 
Act, when that power regularly existed as 
an. aid in the administration of many other 
laws. He expressed the view that the Food 
and Drug Administration should have a 
means to require the presentation of all 
relevant and material evidence. 
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BY WILLIAM W. GOODRICH 


Principal Attorney of the Food and Drug 
Division, Federal Security Agency 


administration of this important law.?, The Chairman of the Division 
assigned the bill to me for discussion here. 

The bill was‘drafted at the request of Mr. Keefe, upon patterns 
found in other Federal legislation.’ It raises no substantial constitutional 
questions. It is not a novel proposal. A great majority of Federal 


regulatory laws contain comparable provisions, and most of those laws 
have less effect upon the public health and purse than does the Federal 
Food, Drug, and Cosmetic Act. 


I had not realized that this proposal to provide administrative sub- 
poena power would inject us, in the words of an “exponent” of the 
bill, “into perhaps the most controversial field of administrative law.” * 
There is in this Division of the American Bar Association, I am sure, 
no controversy over the proposition that the Federal Food, Drug, and 
Cosmetic Act, in view of its great significance to the public health and 
public pocketbook, should provide those charged with its administration 
every tool that is reasonably necessary to make it an effective instrument.® 
The controversy then must lie in differences of opinion as to the necessity 
for, and as to the form of, the enforcement tools that have been proposed. 


We have been surprised by the expressed fears of the consequences 
of this legislation. We certainly did not regard it as a means through 
which to substitute “strong-arm administration for an administration of 
constructive cooperation.” ° We do not regard it as an instrument of 


? Record of July 13 Hearing, letter dated (c) (d), Public Utilities Holding Companies 

June 23, 1949, from Acting Federal Se- Act; 16 U. S. C. A. 825f (b) (c), Federal 

curity Administrator, p. 2: and Statement Power Act 

of Charles W. Crawford, Deputy Commis- * Record of July 13 Hearing, pp. 18-19. 

sioner of Food and Drugs, pp. 11-16. 5’ Compare statement of H. Thomas Aus- 
3 See, e.g., 15 U. S. C. A. 49, 50, Federal tern, Record of July 13 Hearing, p. 18 

Trade Commission Act; 15 U. S. C. A. 79r * Record of July 13 Hearing, p. 17. 
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‘bureaucratic abuse.” * We concur in the statement made by Congress- 
man Keefe * that, 
If [we] thought that there were any possible oppression of individuals or compa- 


nies that could arise out of the exercise of this power by the Pure Food and Drug 
Administration, [we] would be the last to suggest it. 


The history of the Food and Drug Administration shows that it is not 
intent upon oppression, but is interested only in the public protection 
that flows from the orderly administration of the laws charged to it. 


The granting of subpoena power, in the manner proposed by this 
bill, could not effect a fundamental change in the course of the proceed- 
ings in which the subpoenas would be utilized. The rule-making 
hearings contemplated by Section 701(e) of the Act are designed to 
gather information on which regulations governing future conduct may 
be prescribed. From the very nature of these hearings, it is not reason- 
ably possible to solicit or require the attendance of all persons having 
information that may be relevant or material to the regulations. The 
number of such persons would make this impossible. We must continue 
to rely in greatest measure upon cooperation with the regulated indus- 
tries. ‘We must obtain the evidentiary material on which these regu- 
lations are based through the field inspection force of the Food and 
Drug Administration and through the national organizations of the food 
industries that are concerned with particular hearings. The occasion 
for the use of administrative subpoenas would be relatively rare,’ but, 
in those few instances in which we should be required to resort to admin- 
istrative subpoenas, the evidence covered thereby would be vital to the 
promulgation of a proper regulation. 


7 Record of July 13 Hearing, p. 18. Jus- 


are dangers in untruths and half truths 


tice Rutledge, in Oklahoma Press Publish- when certificates masquerading as securi- 
ing Co. v. Walling, 327 U. S. 186, 202 (1946), ties pass current in the market. A Com- 
pointed out that ‘“‘constructive’’ search and mission which is without coercive powers, 
seizure cases have generated more heat which cannot arrest or amerce or imprison 
than light. He quoted Justice Cardozo’'s though a crime has been uncovered, or 
famous dissenting opinion in Jones v, Se- even punish for contempt, but can only 
curities and Exchange Commission, 298 inquire and report, the propriety of every 
U. S. 1, 32-33 (1936), with approval. Mr. question in the course of the inquiry being 
Justice Cardozo there said: subject to the supervision of the ordinary 


‘The opinion of the court reminds us of courts of justice, is likened with denuncia- 
the dangers that wait upon the abuse of tory fervor to the Star Chamber of the 


power by officialdom unchained. The warn- Stuarts. Historians may find hyperbole in 
ing is so fraught with truth that it can the sanguinary simile.’’ 

never be untimely. But timely too is the ’ Record of July 13 Hearing, p. 9 
reminder, as a host of impoverished in- * Record of July 13 Hearing, p. 15. 


vestors will be ready to attest, that there 
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Need for the Legislation 


The view was expressed at the recent hearings on this bill that, 
because administrative subpoena power had not been required in the 
43 years just past, it is not needed now.'® It is well known that the 
Federal Food and Drug Act of 1906,"' which was in effect until 1939, 
contemplated no hearings of the kind covered by this bill. Only within 
the past few years have there been any significant public proceedings 
to which the subpoena power might be applicable. 


The Federal Food, Drug, and Cosmetic Act requires or authorizes 
hearings in connection with the promulgation of a large number of admin- 
istrative regulations ** and in connection with adjudications on new drug 
applications '* and on emergency permit control.'* To simplify the 
problem, I should like to confine myself to hearings preliminary to the 
establishment of standards of identity, quality, and fill of container for 
food products,'® and to hearings which arise with respect to new drug 
applications. These proceedings are typical and can form a basis for 
discussion of the merits of the bill. 

Is the subpoena power needed in hearings preliminary to establish- 
ment of standards for food products? Hearings of this kind typically 
involve large industry groups.'® The evidentiary basis on which action 
must be taken covers most of the technical phases of the preparation of 
the food products involved. The great mass of evidence is volunteered 
by the industry group concerned or is collected by the inspection force 
of the Food and Drug Administration. Normally, only a few contro- 
versial questions arise. In those instances, it is the responsibility of 
the Food and Drug Administration to demonstrate through evidence of 
record that there are consumer abuses that should be corrected by the 
final standard. Many times the inspection force is able to obtain the 
pertinent facts through field investigations. The most vicious abuses, 
however, are generally either denied, concealed, or reported to the inspec- 
tors in a more favorable light than they deserve. Persons having knowl- 
edge of them are, in many instances, not directly involved with food 
fabrication, and thus do not have sufficient interest in the standards 
proceedings to come to the hearing at their own expense and volunteer 


” Record of July 13, Hearing, pp. 16-17 4 Section 401, 21 U ‘Ss. C. 341 


121 U.S. C. 1 et seq. (1934 Ed.). % There were 93 appearances recorded in 
2 Section 701 (c), 21 U. S. C. 371 (e) the hearing on standards of identity for 
13 Section 505, 21 U. S. C. 355. bread 


4% Section 404, 21 U. S. C. 344 
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testimony. If the Food and Drug Administration attempts to prove 
the facts through an inspector on the basis of hearsay statements made 
to him, there have been charges that the evidence is not reliable. The 
Administrator should not be required to depend upon rumor, or hearsay 
of greater probative value, where highly controversial questions are 
involved. Some means should be provided to allow all concerned an 
opportunity to explore the true facts. 


Citation of an example or two should demonstrate the circumstances 
in which subpoena power is greatly needed. Scientific investigators 
frequently are employed by ingredient suppliers to study the toxicity 
of new chemicals in food. Some of the experiments may indicate that the 
ingredient is not highly toxic, while others may raise a question. The 
complete story of the experimentation is not told. The scientist who did 
the work feels that, because he was employed by the supplier, it would 
not be proper for him to volunteer the results of his work. The 
work is a vital link in the toxicity picture. Subpoena would elicit 
the information. 


Another example. During the course of a hearing, the Food and 
Drug Administration learns for the first time that a chemical of ques- 
tionable character is seriously proposed for use. The Administration has 
made no independent studies. There is not time to obtain the informa- 
tion by field investigations. Subpoena would bring forward the basic 
documentation of the experimental work and would otherwise make for 
more complete development of the record. 


Subpoena power is greatly needed in the new drug hearings. The 
issue there involved is whether enough investigative work has been done 
to show that a particular new drug will be safe for use under its proposed 
labeling. Our experience has shown that hospital records, which would 
contain the facts on which to make an intelligent appraisal of the safety 
of new drugs, are normally unobtainable except by means of a subpoena. 
Fortunately thus far, the investigative work done by applicants and 
reported in new drug applications generally has been of excel- 
lent character. 

But it is the close question, the highly controversial, in which a 
full and true disclosure of the facts is most needed. It is in those cases 
that evidence is not freely volunteered or easily obtained. It is there 
that the public health is most directly concerned, and there that admin- 
istrative subpoena power is indicated. 
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It is said that this would needlessly cause the proceedings to drag. 
Delays are not to be encouraged, but when the public interest otherwise 
might suffer, they must be tolerated. 


What the Bill Does 


This bill does not provide for administrative subpoenas as an aid 
to general investigation. If it did, we would perhaps be in a very con- 
troversial field of administrative law. It authorizes subpoenas only 
insofar as they may be necessary for the purposes of hearings required 
or authorized by the Act, and restricts their use to those formal proceed- 
ings in which hearings are held.’** Under the scheme of the bill, regu- 
lations would be issued to specify the conditions on which subpoenas 
would be available to any applicant therefor. We had no intention of 
giving the Food and Drug Administration the advantages of subpoenas 
and denying the same advantage to other participants in the proceedings. 
In fact, it is extremely doubtful whether it would be possible to restrict 
the use of subpoenas to the Administration in view of Section 6(c) ** 
of the Administrative Procedure Act which provides that Agency sub- 
poenas authorized by law shall be available to any party upon request. 
At least, the proposed bill does not restrict them to the Agency alone. 


Sanctions for Disobedience of Subpoenas 


The bill was patterned upon a number of existing Federal laws 
which provide for judicial assistance in obtaining compliance with an 
administrative subpoena and which make the failure to obey a misde- 
meanor. Examples of such statutes are cited in the notes.’ The pro- 





7H. R. 4572, Section 3 issue an order requiring such person to 
5 U.S. C. 1005 (c) appear before the Commission or member 

” This type of provision which provides or officer designated by the Commission, 
for enforcement by a District Court as well there to produce records, if so ordered, or 
as providing that failure to obey the ad- to give testimony touching the matter 
ministrative subpoena shall constitute a under investigation or in question; and 
misdemeanor is exemplified by the follow- any failure to obey such order of the court 
ing provision from the Federal Power Act may be punished by such court as a con- 
16 U.S. C. 825f (c) tempt thereof. All process in any such 
In case of contumacy by, or refusal to case may be served in the judicial district 
obey a subpoena issued to, any person, the whereof such person is an inhabitant or 
Commission may invoke the aid of any wherever he may be found or may be 
court of the United States within the juris- doing business. Any person who willfully 
diction of which such investigation or pro- shall fail or refuse to attend and testify 
ceeding is carried on, or where such person or to answer any lawful inquiry or to pro- 
resides or carries on business, in requiring duce books, papers, correspondence, mem- 
the attendance and testimony of witnesses oranda, contracts, agreements, or other 
and the production of books, papers, cor- records, if in his or’its power so to do, in 
respondences, memoranda, contracts, agree- obedience to the subpoena of the Commis- 
ments, and other records. Such court may sion shall be guilty of a misdemeanor and, 
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vision which makes the failure to attend and give evidence or produce 
documents an offense is similar to the existing provisions of the law 
which prohibit the refusal to permit factory inspection *° and the refusal 
to permit access to and copying of records of interstate shipment.?' 
With these many precedents in statutes of somewhat less importance 
to the public welfare, we do not believe that the provision of this bill 
making failure to attend and give evidence a prohibited act ** is at all 
unjustified. The existence of this provision would not require the crim- 
inal prosecution of all persons who refuse to honor the subpoenas. It 
would, as does the factory inspection provision, afford a strong incentive 
to respect the subpoena. There have been no prosecutions for failure 
to permit factory inspection in ten years of administration of the present 
law, and there is no reason to expect there would be frequent prosecu- 
tions on the basis of this new prohibited act. If there were a failure 
to respect a subpoena, the statute would permit citation of the person 
refusing, and thus an opportunity that he might explain his reasons 
This would make it unnecessary to force him into 


for failure to obey. 
a court proceeding as a preliminary to obtaining information which he 
could be shown to be duty bound to supply. 
criminal proceedings may be presumed from the fact that no reported 


The infrequency of such 


upon convicticn, shall be subject to a fine 
of not more than $1,000 or to imprison- 
ment for a term of not more than one year, 
or both. 

Like provisions are contained in the fol- 
lowing statutes: 

(1) 10 U. S. C. 1493, 1494—Trial Judge 
Advocate of Army Court-Martial given 
power to issue subpoenas. Failure by civ- 
ilian to obey is an offense punishable by 
fine of $500, or six months imprisonment, 
or both. 

(2) 15 U. S. C. 49, 50—Federal Trade 
Commission. ($1000-$5000, one year. or 
both.) 

(3) 15 U. S. C. 80a-41—Securities Ex- 
change Commission under Investment Com- 
pany Act. ($1000, one year, or both.) 

(4) 15 U. S. C. 79r (d)—Securities Ex- 
change Commission under Public Utility 
Holding Companies Act. ($1000, one year. 
or both.) 

(5) 15 U. S. C. T8u (b) (c)—Securities 
Exchange Commission under Securities Ex- 
change Act. ($1000, one year, or both.) 

(6) 15 U. S. C. 717m (c) (d)—Federal 
Power Commission. ($1000, one year, or 
both.) 

(7 @ Vv. S. C. 
Labor Management 


R. B. under 
Act, 1947 


161—N. L. 
Relations 
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Contempt provisions and also provisions 
which make it a misdemeanor to interfere 
with any member of the Board or its 
agents in the performance of duties under 
the Act. Fine of $5000, one year, or both 
Query whether refusal to obey a subpoena 
is interference. 

(8) 29 U. S. C. 209—Same as 15 U. S. C 
49, 50. Secretary of Labor, Administrator 
and Industry Committees under Fair Labor 
Standards Act 

(9) 33 U. S. C. 506—Secretary of Army 
in hearing in re tolls for bridges. ($1000, 
one year, or both.) 

(10) 43 U. S. C. 102-105—Officers of Dis 
trict Land Offices designated by Secretary 
of Interior. ($200, 90 days or both.) 

(11) 47 U. S. C. 409—Federal Communi- 
cations Commission. (Not less than $100 
or more than $5000, one year, or both.) 

(12) 49 U. S. C. 12 and 46—Interstate 
Commerce Commission. (Not less than 
$100, or more than $5000, one year, or 
both.) 

(13) 49 U. S. 
Motor Carriers Act 
12 and 46, supra. 

2» 21 U.S. C. 331 (b) 

2121 U. S. C. 331 (e). 

22H. R. 4572, Section 1 


C. 305 (d)—I. C. C 
Same as 49 U 


under 
- Ge 
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cases have been found where an agency, entrusted with such power, 
has found it necessary to institute criminal proceedings because of a 
failure to obey an administrative subpoena, even though such provisions 
have been included in approximately half of the statutes granting the 
subpoena power. Without such a provision, however, a premium would 
be placed upon refusal to respond if a person subpoenaed should desire 
to delay his response. No sanction could be imposed for disobedience 
or calculated delay. The only method of enforcement would be to peti- 
tion a court for an order requiring obedience to the administrative sub- 
poena, and a failure to obey this court order would be treated as 
contempt. The length of time which might be necessary to compel testi- 
mony through this procedure is well illustrated by an article in the 
Illinois Law Review of 1946 ** where instances are cited of an interval 
of two years between issuance of administrative subpoenas and court 
enforcement through the contempt process. It is obvious that such a 
delay in requiring the appearance of a witness or the production of docu- 
ments would make the testimony valueless when received. The inclu- 
sion of a criminal provision for unwarranted failure to respond to an 
administrative subpoena should effectively reduce the instances when 
such delays will occur. 

The principal means of effecting compliance, nevertheless, would 
be through judicial assistance.** The bill provides a means whereby the 


Agency may invoke the aid of the United States district courts. The 
statute does not provide for enforcement of a subpoena by means of 
injunction proceedings.*® 


Delegation of Authority to Sign and Issue Subpoenas 


The bill provides that the Administrator or such officer or employee 
as he may designate for the purpose may sign and issue the adminis- 
trative subpoenas.*° The delegation provision was included, as in sev- 
eral other Federal laws,”’ to make express that which would have been 
reasonably implied. The recent Supreme Court decision in Fleming v. 


% Parker, ‘“‘Contempt Procedure in the issue subpoenas are: 15 U. S. C. A. 77s (b), 
Enforcement ‘of Administrative Orders,”’ 86 U.S. C. A. Wu @&): VU. & C. A. 
40 Illinois Law Review, 344 (1946). (c)—Securities Exchange Commission: 16 

* H. R. 4572, Section 3 U. S. C. A. 625f (b)—Federal Power Act; 

* H. R. 4572, Section 2 expressly removes 38 U. S. C. A. 131—Veterans Administra- 
from the injunction section the failure to tion; 41 U. S. C. A. 39—Labor Department; 
obey a subpoena. 45 U. S. C. A. 362 (a) (m)—R. R. Unem- 

*° H. R. 4572, Section 3 ployment Insurance Act: 46 U. S. C. A 

277 A few of the statutes expressly permit- 1124 (a)—Maritime Commission 
ting a general delegation of the power to 
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Mohawk Wrecking Co.** pointed out that Acts of Congress providing 
administrative subpoena power, 

should be construed so as to give [them] the administrative flexibility necessary for 
prompt and expeditious action on a multitude of fronts . . . We would hesitate 
to conclude that all the various functions granted the Administrator need be per- 
formed personally by him or under his personal direction. Certainly so far as the 
investigative functions were concerned, he could hardly be expected, in view of the 
magnitude of the task, to exercise his personal discretion in determining whether a 
particular investigation should be launched. Delay might do injury beyond repair 
— These considerations reinforce the construction of the Act which allows the 
Administrator authority to delegate his subpoena power. 

The Administrative Procedure Act, in Section 7(b)(2),?° permits 
hearing examiners to issue subpoenas authorized by law. In the absence 
of a provision indicating a Congréssional intent that the subpoena power 
be vested exclusively in the Administrator, to be exercised by him per- 
sonally, the courts are reluctant to imply a purpose to withhold the power 
to delegate. A mere listing of the more than 30 functions which the 
Federal Security Administrator performs under the Federal Food, Drug, 
and Cosmetic Act, all involving the exercise of discretion and judgment, 
would compel the conclusion that delegation is required if the Act is 
to be effectively administered. In addition to his duties under this Act, 
the Administrator also is charged with the direction and supervision of 
the functions of the Public Health Service, the Social Security Adminis- 
tration, the Office of Education, the Bureau of Employees Compensation, 
the Office of Vocational Rehabilitation, St. Elizabeth's Hospital, and 
Freedman’s Hospital. It would be physically impossible for him per- 
sonally to perform each of the functions statutorily vested in him. 


The Supreme Court pointed out that a requirement that the Admin- 
istrator personally issue and sign subpoenas would tempt him to solve 
the problem by supplying subpoenas signed in blank, and would not 
further the development of open and responsible administration. We 
believe the delegation of this function is proper and will fix responsibility 
on the person who in fact makes the decision to issue an administrative 
subpoena. In evaluating the propriety of this delegation, we should 
bear in mind that the Rules of Civil Procedure for the United States 
District Courts (Rule 45) authorize the clerk to issue subpoenas in 
blank which may be filled in before service by the person requesting 
them. The responsibility for issuance of subpoenas provided in this bill 
is at least as well calculated to protect the rights of private citizens. 





8 331 U S. 111 (1947). *5 U.S. C. 1006 (b) (2), 
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As a practical matter, subpoenas in almost every instance would be issued 
by the hearing examiner, and this would be authorized not only by the 
bill, but also by the Administrative Procedure Act. 


Advance Showing of Necessity and Relevancy of 
Subpoena Evidence 

It was suggested at the July 13 hearing that the Administrator be 
required to make an advance showing to a United States District Court 
of the actual relevancy of the evidence desired before he could obtain 
a subpoena requiring the attendance of a witness or the production of 
documents. Such a provision would be out of harmony with existing 
Federal legislation *® and would impose upon the Federal Security 
Administrator, in his administration of the Federal Food, Drug, and 
Cosmetic Act, a restriction not considered a necessary safeguard in the 
administration of other Federal statutes of less importance to the public. 

A requirement of an advanced showing of necessity for particular 
evidence and its relevancy would limit the Administrator's inquiry in 
accordance with the subpoena applicant's ability to forecast the probable 
evidence that the subpoena would bring.*? Such a provision would stop 
the inquiry at its threshold and render the administrative subpoena sub- 
stantially ineffective. It would transfer a part of the administrative 
hearing to the district court for the trial of an isolated issue long before 
the administrative proceeding had been completed. A subpoena appli- 
cant, of course, cannot be sure of the relevancy of a document or of 
the testimony that would be offered by a witness before he had heard 
the witness testify or examined the document in question. The sug- 
gested restrictive provision would place a burden of proof upon him 
which he could not carry before he had some knowledge of the contents 
of the document requested or the line of testimony that the witness 
would actually give. The recent Supreme Court decision in Oklahoma 
Press Publishing Co. v. Walling,** includes a discussion of this point. 
The court observed that a basic compromise has been worked out in 
the decisions “‘in a manner to secure the public interest and at the same 
time to quard the private ones affected against the only abuses from 


3° We have found only one Federal stat- "15 U. S. C. A. T7s (b)—Securities Ex- 





ute, the Railway Labor Act, 45 U. S. C change Commission; 16 U. S. C. A. 825f (c) 
157 (b), which requires that a petition to a -Federal Power Commission; 38 U. S. C. 
court precede the issuance of a subpoena. A. 131—Veterans Administration; 41 U. S. 
In that case, however, it is made the clerk's C. A. 39—Labor Department. 

duty to issue the subpoena upon applica- = Cf. Blair v. United States, 250 U. S. 
tion. 273, 282 (1919). 


327 U. S. 186, 214-216 (1946). 
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which protection rightfully may be claimed.’ Under this compromise, a 
person served with an administrative subpoena has the right to insist 
that the issuing authority not act arbitrarily or in excess of statutory 
authority. The bill now under consideration, in common with many 
acts of Congress, guarantees that persons from whom the Administrator 
seeks testimony or documentary material may make an appropriate 
defense if the subpoena is unreasonable or overreaches the authority 
Congress has provided. This statute limits the inquiry upon subpoena 
to matters that are generally relevant to the subject of the hearing. The 
same test is included in the Administrative Procedure Act.** The bill 
does not take from the courts the right to review the reasonableness of 
subpoenas before enforcing them or punishing disobedience. In a pro- 
ceeding of the food standard type, in which the search for ultimate facts 
leads through many areas of technical evidentiary matter which may 
superficially appear not to be relevant, the Administrator should not 
be foreclosed from developing a full and true picture of the facts by a 
statutory provision that would limit the subpoena power by requiring 
an advance judicial showing of actual relevancy before a subpoena may 
be issued. Private citizens are fully protected by court proceedings 
which must occur before disclosure can be required. A defense may 
be made in a criminal case, or resistance may be offered when the Agency 
seeks judicial assistance. The bill provides no administrative enforce- 
ment of subpoenas. 


Place for Giving Evidence in Response to Subpoenas 


A question was raised at the July 13 hearing as to the propriety 
of requiring the production of evidence and documents at a place far 
removed from the witness's residence.*® In new drug hearings it is 
feasible in some instances to conduct hearings away from the seat of 
government so that the convenience of all concerned may better be 
served. The new drug applicant's convenience is primarily involved, 
and we would dislike a provision that might work a hardship upon him 
by requiring him to go to a distant place in order to exercise his right 
to cross-examine a subpoenaed witness. A provision requiring that a 
rule-making hearing, in which the interests of very many persons are 
involved, be moved from place to place to suit the convenience of sub- 
poenaed witnesses would necessitate a great amount of travel on the 





* Section 6 (c), 5 U. S. C. 1006 (c). *% Record of July 13 Hearing, pp. 6-8, 
16, 17, 27-28. 
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part of interested persons if they are to attempt the protection of their 
interests. These hearings are similar to hearings before Congressional 
committees, and whatever inconvenience an individual subpoenaed wit- 
ness might suffer should be balanced against the inconvenience to the 
great number of persons who vipa hearings from day to day. 
These hearings logically are held in Washington except in those few 
instances in which regional problems are involved. Balancing relative 
hardship, we believe that this bill could not unduly prejudice sub- 
poenaed witnesses.** 
Trade Secrets 


Requiring persons to reveal trade secrets in response to adminis- 
trative subpoenas is potentially most troublesome, though such disclos- 
ures have not caused significant controversies in the past. Mr. 
Crawford explained at the recent hearing that the Food and Drug 
Administration is not interested in obtaining trade secrets in hearings 
of this kind except insofar as that may be necessary in the evaluation 
of the suitableness of an ingredient in food products.** In that case, a 
choice must be made as to whether it is better to protect an individual's 
secret process or to protect the public.** Congressman Hinshaw, who 
was primarily concerned with this problem, stated that his principal 
interest was in drug secrets.** New drug hearings are conducted in 
private, except insofar as the applicant may request that they be open 
to the public. There is, therefore, no danger in revealing trade secrets 
in such hearings. The present law forbids any person from revealing 
trade secrets discovered in new drug hearings, in connection with the 
certification of insulin or antibiotic drugs, or through factory inspection.*° 
This provision should serve to protect the legitimate rights to secrecy. 


Constitutional Questions of Linreasonable Searches 
and Seizures 
It has been stated that this proposal raises important questions of 
unreasonable searches and seizures under the Fourth Amendment.*' 


“In Blair v. United States, 250 U. S volved is part of the necessary contribution 
273, 281 (1919), the Court commented upon of the individual to the welfare of the 


the duty of all citizens to testify as fol- public.”’ 

lows: “ it is clearly recognized that * Record of July 13 Hearing, p. 13 

the giving of testimony and the attendance * Record of July 13 Hearing, p. 11 (Con- 
upon court or grand jury in order to testi- gressman Dolliver). 

fy are public duties which every person * Record of July 13 Hearing, p. 13 
within the jurisdiction of the government #21 U.S. C. 331 (j) 

is bound to perform upon being properly " U. S. Constitutional Amendment IV 
summoned ; The personal sacrifice in- 
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This subject has been carefully considered in the recent Supreme 
Court decision in Oklahoma Press Publishing Company v. Walling, 327 
U. S. 186 (1946).** Mr. Justice Rutledge there pointed out that there 
is no question of actual search and seizure involved in a proceeding in 
which the production of books and records is sought by means of a sub- 
poena, which can be enforced only through a court order made after 
adequate opportunity to present objections.** There can be only a 
““figurative’’ or ‘‘constructive” search.** The Fourth Amendment, if 
applicable, at the most guards against abuses in the way of too much 
indefiniteness or breadth in the subpoena and against inquiries that are 
outside the Agency's jurisdiction or which involve irrelevant documents.*° 
The protection provided by the Fourth Amendment in this connection 
is that the requirement of disclosure must not be unreasonable. Since 
the factors of relevancy of evidence and breadth of subpoenas are vari- 
able, depending upon the nature of the inquiry in which the subpoena 
is issued, any violation of the Fourth Amendment must be found in a 
specific application of the subpoena power. The statute is clearly con- 
stitutional, though some of its possible applications may be unconstitu- 
tional. We should not presume in advance that the Administrator will 
exceed his jurisdiction or indulge in ‘‘officious intermeddling with pri- 
vate affairs."’'** 


Constitutional Question of Self-Incrimination 


The suggestion was made that the bill should contain an immunity 
clause to give protection from prosecution on account of evidence 
adduced in response to a subpoena.*” Indeed, one witness represented 
to the sub-committee that immunity provisions are uniformly included 
and “constitutionally required” in Federal statutes granting adminis 


trative subpoena power.** 


This bill was drafted on the premise that “‘it is the government's 
right, and not that of the witness, to trade immunity for desired testi- 
mony, and not to extend immunity if it did not desire to do so.”’ * 


327 U. S. 202, 208. 


2 See also Shapiro v. United States, 335 


U.S. 1 (1948) * 327 U. S. 202, 213 

“3 Nor does the existence of a criminal * Record of July 13 Hearing, p. 17. 
penalty for failure to obey a subpoena raise * Record of July 13 Hearing, p. 21 
a question of actual search and seizure. “#7 Cyclopedia of Federal Procedure 67 
Cf. Federal Power Commission v. Metro- (2nd Ed.). 


politan Edison Co., 304 U. S. 375, 385 (1938) 
“ 327 U. S. 202 
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It was not the intention of the drafters of the bills to infringe in 
any way the constitutional privilege against self-incrimination. It was 
their decision to forego evidence, upon the claim of privilege, if it 
would tend to self-incriminate the witness. There were several con- 
siderations in this decision, but the principal ones were that the nature 
of the hearings in which the subpoena power would be applicable makes 
it most unlikely that incriminating evidence would be involved. There 
is such a “broad class of innocent facts which are the normal object of 
the (Administrator's) inquiry,” and the criminal facts that “may form 
scattered parts of the (record )"’ are of relative unimportance.*® Obtain- 
ing these criminal facts was not considered sufficiently necessary to 
warrant the granting of a blanket immunity. Another important consid- 
eration was that corporate business has no privilege against self-incrim- 
ination and that the officers or employees of such business cannot refuse 
to produce corporate records upon the plea that they might incriminate 
either the witness or the corporation.*' This makes the grant of 
immunity unnecessary in most cases and tends to minimize the quantity 
of evidence that would be beyond the Administrator's reach because of 
the failure of this statute to provide immunity. We have collected in 
the notes a number of Federal statutes which authorize administrative 
subpoenas, but which contain no immunity clauses.*? Under these stat- 
utes, as under the proposed bill, if the constitutional privilege against 
self-incrimination is claimed ** and the question is one to which the priv- 
ilege extends,™ the witness could not be compelled to testify or to offer 





‘Compare VIII Wigmore, Hvidence, Compensation Commission, (12) 38 U. S.C 
§ 2282, pp. 517-518 (3rd Ed.). 131, 133—Veterans Administration, (13) 41 

5 Wilson v. United States, 221 U. S. 361 U. S. C. 39—Secretary of Labor under 
(1911); Hale v. Henkel, 201 U. S. 43 (1906) ; Public Contracts Act, (14) 43 U. S. C. 102- 
Oklahoma Press Publishing Co. v. Walling, 105—Officers of District Land Offices, (15) 
327 U. S. 186 (1946); and Shapiro v. United 45 U. S. C. 35—Interstate Commerce Com- 


States, 335 U. S. 1 (1948) mission for purpose of certain investiga- 
% The following statutes contain no im- tions, (16) 45 U. S. C. 157—Railway Labor 

munity clauses: (1) 5 U. S. C. 780—Bureau Act 

of Employees’ Compensation Commission, * Unless the privilege against self-in- 

(2) 5 U. S. C. 1010—Administrative Pro- crimination is claimed, it is waived. See 

cedure Act, (3) 5 U. S. C. 118k (d)—Civil VIII Wigmore, Evidence, Section 2282, pp 

Service Commission, (4) 7 U. S. C. 511n— 517-518, (3rd Ed.), for an explanation 


Tobacco Inspection Act, (5) 7 U. S. C. 1603 While some of the early federal statutes 
-Federal Seed Act, (6) 8 U. S. C. 152—Di- granted immunity if a witness testified to 
rector of Immigration and Naturalization, incriminating facts after being subpoenaed, 
(7) 10 U. S. C. 1493, 1494—Trial Judge Ad- most of the recent statutes specifically pro- 
vocate of Army Court-Martial, (8) 19 U. S. vide that immunity will be granted only if 
C. 1333—United States Tariff Commission, testimony is compelled after the privilege 
(9) 22 U. S. C. 270 (a)—International Trib- is claimed, Cf. United States v. Monia, 317 
unals, (10) 25 U. S. C. 70 (q)—Indian U.S. 424 (1943) 
Claims Commission, (11) 33 U. S. C. 927— 51 Shapiro v. United States, 335 U. S. 1 
Deputy Commissioner of U. S. Employees’ (1948) 
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records. Since testimony of a self-incriminatory nature cannot be com- 
pelled, no constitutional right of the witness is violated by requiring 
him to appear and testify regarding facts concerning which no privilege 
exists. The privilege against self-incrimination does not excuse a 
witness from appearing, but only from answering questions of a self- 
incriminating nature.°° 

In brief, the reason for including an immunity clause in a statute 
of this kind is to require the production of evidence that could not other- 
wise be obtained because protected by the constitutional safeguards. 
There is no impelling reason for including such a provision in the grant 
of administrative subpoena power unless it is anticipated that there 
will be a necessity for compelling the production of self-incriminating 
testimony in order to perform an important public function. As we have 
explained, that necessity was not foreseen for this type of hearing. The 
food standards hearings generally are concerned with prohibiting future 
abuses and not with inquiring into conduct already made unlawful by 
the Federal Food, Drug, and Cosmetic Act. New drug hearings gen- 
erally involve questions as to the adequacy of scientific investigations 
and, as a rule, are conducted before any interstate shipments of the drug 
have been made. Therefore, the occasions for self-incriminating evi- 
dence in either type of hearing are extremely rare. 


Conclusion 


We sincerely hope that open and frank discussion of H. R. 4572 
will dispel any lingering fears that it was proposed as a step toward 
strong-arm administration. We believe it provides a useful and needed 
procedural adjunct in the administration of this important law. We 
submit that it deserves the support of the affected industries whose best 
interests lie in pure products, honestly and fairly merchandised. 


[The End] 


5> Mr. Justice Frankfurter dissenting in 
United States v. Monia, 317 U. S. 424 (1943). 
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Current Developments 
in Food Standard Proceedings 


NO STANDARD MAY BE LAWFULLY ISSUED ON THE 
UNSUPPORTED PREMISE THAT STANDARDIZATION 
IS GENERALLY DESIRABLE By H. THOMAS AUSTERN 





This paper was presented before the Division on Food, Drug and 
Cosmetic Law, in the Section of Corporation, Banking and Mercantile 
Law of the American Bar Association, in St. Louis, Missouri, on 
September 7, 1949. 


NY BRIEF DISCUSSION of an evolving field of law must 
necessarily focus on a few mountain peaks of interest, even though 
the valley trails conceal many inviting and intriguing bypaths.’ 

Since the terrain is generally familiar to this group, one may assume 
that the relative location of each point in the legal topography will be 
readily visualized. 

With your permission, | shall concentrate on three emergent issues 


—two procedural, and one substantive—in food standard proceedings 


under Sections 401 and 701 of the Act. 


‘This is not to gainsay the importance of standardized foods containing new in- 
of other questions in the field of food gredients not recognized in the promul- 
standards, such as the consideration of gated standard, the long awaited revision 
H. R. 4572 proposing the use of administra- of the Rules of Practise controlling these 
tive subpoenas, the anticipated announce- proceedings, etc 
ment permitting the interstate shipment 
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H. THomMas AUSTERN 


of Covington, Burling, Rublee, O'Brian 
and Shorb, Washington, D. C. 


Tendency of the Proceedings to Become Prolonged 


The first is the increasing tendency of these proceedings to become 
unbelievably prolonged. At least one standard proceeding now rivals 
a major antitrust trial in the time consumed, the preparation and effort 
required, the cost to those concerned, the sharpness of controversy, and 
the resulting record to be dealt with by government and industry counsel 
as well as by the Administrator and those who assist him in reaching 
his decision. 


Cold statistics often are illuminating: The formal hearings on the 
proposed standards for bread * were first held in 1941, and that six-week 
session lasted from July 7, 1941, to August 15, 1941. There were 
95 interested parties; and the 26 days of hearing in 1941 produced a 
not insubstantial record of over 4000 pages, with 119 exhibits compris- 
ing an additional 1000 pages. 


After the unavoidable wartime interregnum, the hearings were 
resumed on November 30, 1948, and, with brief intermissions, ran 
to August 12, 1949, at which time they were recessed to begin again 
today. At these resumed hearings, there are thus far 74 interested 
parties; the testimony of 151 witnesses already has required 107 days 
of hearing; it occupies well over 11,000 additional pages of transcript; 
and there are 342 additional exhibits which comprise about 3000 
more pages. 


Taking the two sessions together, the transcript of the bread hear- 


ing now occupies 15,572 pages and runs well over 3 million words. 
Even at the cheapest rate, the cost of a complete copy is $2335.80. The 
461 exhibits, filling two feet of shelf space, account for an additional 





2 See Docket No. FDC 31 
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4000 pages. These are now 169 interested parties. There have been 
261 witnesses whose testimony has taken 133 days—or more than 
26 weeks of hearing—and the end is not in sight. As a whole, the 
record to date occupies seven and one-half feet of shelf space.* 


Elsewhere, I have reviewed this same tendency to elongation— 
fortunately to a lesser degree—in other hearings.* It is a sanguine 
lawyer indeed who approaches a food: standard proceeding covering 
any important food, in which he may represent either a manufacturer 
directly concerned or an ingredient supplier, without an acute realiza- 
tion that he is committing himself to a massive amount of work and 


major expenditure of time. 


This situation necessarily has important consequences to the Food 
and Drug bar, to the food industries, and to the Administration. 


No responsible lawyer welcomes any proceeding so demanding in 


time and energy unless he is persuaded that it is essential to the pro- 
tection of those whom he represents. Nor has any client displayed 
detectable enthusiasm over the cost of an eternally prolonged hearing. 
Frequently, there is the understandable desire to escape the entire process 
by resort to Congress, as evidenced by the Keefe Resolution ° and the 
recently introduced Young-Gillette Bill.® 


For the Food and Drug Administration, the inescapable delay and 
the burden of dealing with so vast a record are likewise hardly minor 
problems. It is not my purpose here to deal with the merits or demerits 
of what Professor Davis has called the process of “‘institutional admin- 
istrative decision.” * Nor is it appropriate to consider at this time 
the procedural questions raised in the Willapoint Oyster case in which 
a petition for certiorari is now pending.* But whatever may be the legal 


Three related exhibits total 285 pages ®S. 2432, id., introduced August 15, 1949 
and cover 102 separate experiments and by Senators Young and Gillette, and pro- 
pharmacological studies; and another re- posing that bread or pastry be deemed 
lating to one experiment covers 237 type- adulterated if it ‘‘contains less than 4 per 
written pages. centum natural fat.’’ For an earlier ef- 

* See ‘‘Report of the Food Standards Com fort, see the Dry Milk Solids Act of March 
mittee, Section on Food, Drug and Cos- 2, 1944, c. 77, 58 Stat. 108, 21 U. S. C. 321c 
metic Law, New York State Bar Associa- 7 See Davis, ‘Institutional Administrative 
tion,’’ 4 Food Drug Cosmetic Law Quar- Decisions,"’ 48 Columbia Law Review 173 
terly (1949) 62-63. (1948) 

* House Resolution 207, Eighty-first Con- ’ Willapoint Oysters, Inc. v. Ewing, Oct 
gress, First Session, introduced May 9 Term 1949, petition for certiorari filed Au- 
1949. See, also, Congressional Record, May gust 17, 1949: see also 174 F. (2d) 676 
9, 1949, pp. 6024-28, for the relation of (CA-9; 1949) [CCH Food Drug Cosmetic 
this resolution to the bread proceeding. Law Reports © 7119] 
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duty of the Federal Security Administrator in deciding controversial 
issues, the responsibility of decision is his alone and he must in some 
fashion substantially master that part of the record embracing con- 
troversial issues and enough of the remainder to give him an adequate 
understanding.° 


Desire for a Different Procedure to Determine Certain Issues 


But perhaps more important. the physical bulk achieved by some 
of these proceedings has led many to question the desirability of the 
present statutory procedure as a technique of government—and others 
to inquire whether new procedures might be evolved to isolate and 
otherwise to determine some of the more time-consuming issues. 


Mr. Justice Holmes once observed that, “Free competition is worth 
more to society than it costs.""'® In like fashion, adequate and reason- 
able food standards cannot be cheaply obtained, and even the price of 
an occasional full year of hearings and a vast record is not exorbitant 
to pay for the statutory safeguards of Section 701. Granting that the 
concept of rule-making in a pattern of adjudication is somewhat unique 
in the framework of our Federal statutes,-there are many who still 
adhere to the view that it is decidedly worthwhile. 


The desirability of a formal hearing, embodying*the essential right 
of cross-examination, transcends any question of judicial review. No 
greater safeguard against ill-advised or arbitrary action exists than the 
requirement that the facts on which any regulation is to be based must 
be produced under oath and tested on the anvil of cross-examination. 


Beyond this, it is of course true that much of the inordinate size of 
the bread hearing derives from a single issue as to the alleged toxicity 
or wholesomeness of a group of ingredients proposed for inclusion in 
the standard. This problem has been generalized as the issue of per- 








General's Committee on 


*Two additional observations may be of the Attorney 

ventured: Those who have vigorously con- Administrative Procedure remains appli- 
tested questions of fact through many cable. ‘But these assistants should be 
weeks of hearing are likely to file excep- aides and not substitutes. The heads of 
tions to whatever unacceptable findings the agency should do personally what the 
may emerge; and Section 8 (b) of the Ad- heads purport to do . the officials 
ministrative Procedure Act requires a rul- charged with responsibility for ... review 
ing On each exception based, in accordance . . Should include a personal mastery of 
with Section 7 (c), upon such portions of at least the portions of the records em- 
the record ‘‘as may be cited by any party.”’ braced within the exceptions.”’ Report, 
Without elaborate argument as to the use p. 52 (1941). 

of assistants by the Administrator in reach- ” Vegelahn v. Guntner, 167 Mass. 92, 44 


ing his decision, perhaps the conclusion N. E. 1077 (1892). 
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mitting the use of chemicals in food, but, from my point of view, I am 
not certain that this is the entire story. Technically, | suppose, every- 
thing has a chemical structure; and the problem of possible toxicity 
can and does exist with numerous so-called natural products of the 
soil. The issue is essentially the proper one of the wholesomeness of 
any ingredient sold for use in a food. It may gain color or evoke political 
heat by being placarded as ‘‘chemicals versus natural substances;”’ '' but, 
in this forum, I should suppose the problem can be viewed objectively. 


Even so, one is not necessarily a bureaucrat in sympathizing with 
the feeling that a public hearing may not be the best place to deter- 
mine the issue of toxicity. Except perhaps in psychoanalysis, talk is 
not a good clinical technique for this inquiry. Most of the issues dealt 
with in a food standard proceeding essentially require economic rather 
than technical scientific judgments. Determining toxicity, however, calls 
for expert medical judgment. There would be nothing fundamentally 
wrong in removing this issue of toxicity from the food standard pro- 
cedure under Sections 401 and 701 and providing some other adequately 
safeguarded administrative technique for its resolution.’ It may well be 
that Sections 505 and 507, with appropriate modifications, offer some 
promise in this direction. Certain it is that the problem presents a 
challenge to the lawyers in this Division. 


Right of Cross-Examination 
g 


My second subject concerns the right of cross-examination. What- 
ever may be the problems and consequences arising out of prolonged 


Addition of use. As Dr. Dunbar has stated, where there 
is any question of toxicity, the public can- 
not be used as a guinea pig 

7 Yet it must be remembered that prob- 
ably the key issue in formulating regula 
tions under Section 406 (a) of the Act is 
this same problem of toxicity, and that 
issuance of these regulations must follow 


' Compare White “The 
Chemicals to Foods,”’ 2 Food Drug Cos 
metic Law Quarterly (1947) 475: ‘‘Of course 
the term ‘chemical’ is a broad one _ 
shall not include within its scope that rela 
tively large group of chemicals which are 
prepared directly from plant or animal ma- 
terials, many of which have themselves 


been eaten as food by man at some stage 
of his lengthy career, with no untoward 
physiological effects. Accordingly such ma- 
terials as natural pigments, colloids, glu- 
cosides, extracts, and other ‘isolates’ are 
not dealt with.’’ Even in the absence of 
clinical data on aborigines, this historical 
approach to the problem is at least de- 
batable 

But the point of Dr. White’s paper can- 
not be challenged that thoroughgoing re- 
search into the possible physiological effect 
of any food ingredient (including possible 
synergistic effects) ought to precede food 
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the procedure prescribed in Section 701 (e) 
Compare Findings of Fact and Regulations 
for Fluorine Spray Residue on Apples and 


Pears. CCH Food Drug Cosmetic Law Re 
ports © 1461: see also Washington Stat 
Commission Federal Secttrity Adminis 


156 F. (2d) 589 (CCA-9; 1946) [CCH 
Food Drug Cosmetic Law Reports ° 7018] 
The anticipated hearing on proposed regu- 
lations under Section 406 (a) may con- 
tribute further light on the feasibility of 
dealing with such issues under the formal 
hearing procedure. 


trator, 
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food standard hearings, the vital element, if not the primary requisite, 
of the hearing under Section 701(e) of the Act is the right to full 
cross-examination. This is essential both for the government and for 
the regulated industries as a means of developing the facts. 


It derives not only from the requirement of Section 701 that an 
order must be based ‘‘only on substantial evidence of record at the hear- 
ing,” '* but it has also been strongly supplemented by the comparable 
requirement of Section 7(c) of the Administrative Procedure Act, and 
particularly the guarantee of that provision that 

Every party shall have the right to . . . conduct such cross-examination a 
may be required for a full and true disclosure of the facts.” 

Yet in a recent food standard proceeding, rulings were made which 
appear so seriously to curtail the right of cross-examination of a govern- 
ment witness as to challenge the integrity of the entire hearing process. 
Even though the issues raised, which are fully of public record, have 
not been, as yet, finally determined by the Administrator, and despite 
the generally desirable convention of not discussing a pending case, 
their importance transcends any particular proceeding and warrants their 
being called to your attention this morning. 


For if these rulings stand, the cross-examination of any govern- 
ment witness may in the future be forestalled by the witness claiming 
that his testimony is based on confidential materials. By the same 
token, it would seem that the cross-examination of any other witness 
may be frustrated by his claim that the data upon which he relies is 


equally confidential. 


Curtailment of This Right During the Hearings on 
Canned Corn Standards 


Briefly, what happened was this.’® At the hearing on proposed 
new standards for canned corn, an Administration witness testified in 
detail on a proposed minimum standard of quality. His testimony con- 
sisted essentially of opinions and of recommendations based upon grad- 
ings and determinations made by another government agency—a 
division in the Department of Agriculture—in which the witness himself 
previously had been employed. In forthright fashion, the witness 


321 U.S. C. 371 (e) (1946). % For those interested, the full story may 
“5 U.S. C. 1006 (ce) (1946) be found in Docket No. FDC 54, and in 
the briefs filed in that proceeding 
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admitted that his opinions were based upon his work in Agriculture 
that this other agency had extensive materials to which its employees 
had access but to which the public did not, that the gradings made by 
officials of Agriculture in all probability were based upon a knowledge 
of these undisclosed materials, and that his interpretation of these data 
reflected his knowledge derived from the same undisclosed materials. 


The record clearly demonstrated that the materials in the other 
government agency, which were thus indirectly being used to support 
the proposed food standard, were extensive, were formally duplicated, 
and played a considerable part in giving meaning to the gradings 
offered in evidence. 

But when asked fo state what these materials were, the witness 
refused point blank to answer. He did so on the ground that the data 
were confidential to the Department of Agriculture and that he could not 
reveal them. On this basis the Presiding Officer ruled that the witness did 
not have to reveal these facts upon which he relied, and overruled a 


motion to strike the testimony. 


The sole ground for this ruling, which rendered cross-examination 
futile and ineffective, was the witness's claim that the facts sought to 
be disclosed were confidential to the other government agency. This 
vital question was said by the Presiding Officer to be “something for 


the witness to determine.” In reliance upon this remarkable theory 


which allows a witness to usurp the judicial function of determining the 


admissibility of evidence, the Presiding Officer sustained objections to 
“all questions relating to anything this witness says is a matter of secret 
operations’ of any government agency. 

On the record of these rulings which, first, prevented effective cross 
examination designed to elicit the factual bases for the witness's con- 
clusions, and, second, refused to strike this testimony made up of 
unsupported conjecture, most lawyers would unhesitatingly conclude 
that this witness's testimony could not be relied upon by the Adminis 
trator as a basis for food standards. 


Probative Force of Evidence Unsupported by Disclosure 


of Its Factual Basis 


Yet these rulings were in fact made after extensive and vigorous 
argument. The questions they raise are so important that an exploration 
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of the statutes and cases seems warranted. In the first place, the history 
of the Administrative Procedure Act makes it clear that Section 7(c) 
was intended to preclude administrative reliance on such evidence." 
In explaining. that provision to the House of Representatives, Congress- 
man Walter observed: 

The requirement that agencies may act only upon relevant, probative, and sub- 

stantial evidence means that the accepted standards of proof . . . are to govern 
in administrative proceedings as they do in courts of law and equity. . . . Under 
these provisions the function of an administrative agency is clearly not to decide 
arbitrarily or to act contrary to the evidence or upon surmise or suspicion or untenable 
inference. (92 Congressional Record 5653 (1946) ). 
Action based on opinion evidence, unsupported on the record by any 
disclosure of its ultimate factual basis, would appear to be this kind of 
action condemned by the Administrative Procedure Act and subject to 
court reversal under Section 10(e). 


It should be understood that no challenge was made to the witness s 
qualifications as an expert in his field. Such an objection would be 
addressed, in any event, only to the weight which the Administrator 
should give to his testimony. The flaw here is perhaps narrower, but 
more fundamental. The distinction between denying the right to cross- 
examine and the probative value to be given expert testimony, was illus- 
trated in LInited States v. Commercial Creamery Co.,' which was a 
criminal prosecution under the Federal Food, Drug, and Cosmetic Act. 
The court held that the weight to be given to the evidence of the gov- 
ernment experts that certain eggs were decomposed depended upon the 
factual basis for their conclusions. This testimony was found to be 
based on organoleptic tests, and was held insufficient to overcome the 
presumption of innocence of the defendant. In that case, the basis for 
the expert opinion was examined by the court in order that the probative 
force of the evidence could be determined. In the food standard pro- 
ceeding here reviewed, the basis for the witness's conclusions was per- 
mitted to remain undisclosed and, as a result, the weight to be given 
his testimony cannot be ascertained.'* 


% The House Committee stated: ‘* ‘Sub- implications, or plainly incredible evi- 
stantial evidence’ means evidence which on dence."" (House Report No. 1980, Seventy- 
the whole record is clearly substantial, ninth Congress, Second Session (1946)) 
plainly sufficient to support a finding or “43 F. Supp. 714 (DC Wash., 1942) 
conclusion under the requirements of Sec- % Wigmore has clearly expressed the dif- 
tion 7 (c), and material to the issues. It ference between the question of an expert's 
is exceedingly important. Difficulty has qualifications and the question of the source 
come about by the practice of agencies to of an expert opinion on a particular sub- 
rely on something less—suspicion, surmise, ject “The data on which an expert rests 
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Nevertheless, the Presiding Officer in this recent corn proceeding 
insisted that the challenge to the testimony involved a question of his 
qualifications and, therefore, the weight to be given his opinion. 


It is, of course, horn book Jaw that the opinion of an expert witness 
is entitled to no consideration whatever when its factual foundation is 
unrevealed. The rule was well stated by the Third Circuit: 


The opinion of an expert can be of no value, when the facts of which the 
opinion is predicated, are not established 
This same court has held that the entire opinion of an expert witness 


is “clearly inadmissible’ when based on facts not given in evidence.*° 
The reasons for this basic rule of evidence frequently have been explored. 
Among the many formulations are these: 

If the expert were permitted to express his general views without indicating the 
facts upon which they are based, he would be usurping the function of the jury (or 
other fact-finder) for to accept the opinion, the jury must accept as found all the 
facts underlying it. (Steinbrink, “The Medical Witness,’ 6 Brooklyn Law Review 
155 (1936) ). 

The expert must give to the jury the facts upon which his opinion is based, so 
that the court and the jury may determine whether the alleged facts are real and 
justify his conclusions. (Lawson, Expert and Opinion Evidence, p. 163.) 

To admit an expert's unexplained conclusions might in many situations lead to 
something closely resembling a wager of law. Not only must these basic facts appear, 
but they are subject to the exclusionary rules of evidence. (46 Harvard Law Review 
1169-1170 (1933) ). 


The necessity for disclosure of the source is also made apparent by the 
companion rule that an expert opinion cannot be based on the extra- 


judicial statements of third persons.*' 

For these reasons, courts have held consistently that “‘a wide lati- 
tude should be allowed counsel in the cross-examination of an expert 
witness. ** Failure to allow cross-examination of an expert witness 
to elicit the basic facts relied upon by him in reaching his opinion has 
been held to be reversible error.** The importance of these essential 
rules of evidence in administrative proceedings as well as in the courts 
was emphasized in the recent case of LWnited States v. Watkins,** in 


his specific opinion (as ‘distinguished from * Peters v. Mutual Life Ins. Co.. | 107 - 
the facts which make him skillful to form (2d) 9, 11 (CCA-3; 1939) 
one at all) may of course be fully inquired 21 Ingles v. The People, 90 Colo. 51, 6 
into upon cross-examination Without P. (2d) 455 (1931): Jones on Evidence, 
them, the value of an opinion cannot well Section 376 (1938) 
be estimated."" 3 Wigmore, Evidence 630, 2 Cropper v. Titanium Pigment Co., Inc., 
Section 992 (3rd Ed. 1940) 17 F. (2d) 1038, 1044 (CCA-8; 1931). 

1# Moyer vw. Aetna Life Ins. Co., 126 F *3 State v. Brown, 65 R. I. 313, 14 A. (2d) 
(2d) 141, 144 (CCA-3: 1942) 795 (1940) 

* 73 F. Supp. 216 (DC N. Y. 1947) 
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which Judge Holtzoft held that certain evidence presented by the govern- 
ment at an administrative hearing should not have been admitted, and 
would be ignored, because opportunity to cross-examine was lacking 
and because the statements were ‘‘general conclusions not supported by 
details or proof.” He observed further: 


It is well established that administrative tribunals are not required to apply the 


strict rules of the law of evidence that govern trials at common law. Nevertheless, 
the basic and essential rules of evidence, which affect fundamental rights and which 


form a part of the rudiments of a fair hearing, are as binding on administrative tribunals 
as they are on the courts.” 

In the recent Willapoint Oyster case,** in discussing the propriety in a 
food standard proceeding under Section 701 (e) of the Act of excluding 
from evidence worksheets supporting certain tabulations, the Court 
stressed the right of cross-examination: 

‘Most courts require that the mass thus summarily testified to, if the occasion 
seems to require it, be placed on hand in court so that the opposing party may inspect 
it and use the material for cross-examination.” To this rule we adhere. Petitioner 
had adequate access to these worksheets and utilized the information gained therefrom 
for its cross-examination. (Italics added.) 

Even more striking is the complete denial of any opportunity for cross- 
examination. 

Curiously enough, in an earlier food standard proceeding, these 
rules had been rigidly applied to an industry witness. The Presiding 
Officer had announced that if the witness refused to answer questions 
on cross-examination, he would entertain a motion to strike “‘all of his 
direct testimony.” * 

In the present instance, however, the rulings appeared to go off 
on the notion that the government witness could claim that the informa 
tion on which his testimony was based was confidential. The Presiding 
Officer abdicated and permitted the witness to determine whether he 
would answer, and, when he refused, nevertheless permitted his unsup- 
ported opinions to remain on the record. 


Privilege Against Disclosure Based Upon Public Interest 


There is, of course, in the law a doctrine which protects from dis- 
closure secrets of state when to reveal them would be contrary to the 


°° United States v. Watkins, 73 F. Supp. ** See Hearings on Frozen Fruit Stand- 
216, 224 (DC N. Y., 1947). ards, April 23, 1948, Docket No. FDC 52, 
2 CCH Food Drug Cosmetic Law Reports p. 496 
* 7119, at p. 7775. 


Page 328 Food Drug Cosmetic Law Quarterly—September, 1949 





public interest. This doctrine, when invoked by a witness in lega! pro- 
ceedings, is typically expressed in terms of a privilege.** The privilege. 
however, is not personal to the witness and is to be granted only on 
a showing that this infringement of the right to disclosure of facts is 
necessary in the public interest.*° 


Yet because of the danger of abuse in the unrestricted employment 
of this privilege, which withholds relevant evidence and impedes the 
proper determination of controversies, it is clear that the question of 
when this privilege will be allowed is one for the judge or Presiding 
Officer to determine.*® It also has been pointed out that the very few 
cases where the court refused to examine the claim of privilege involved 
claims by an executive department rather than by an administrative body 
created by an Act of Congress.*! Yet, in the present instance, the Pre- 
siding Officer granted this jealously-awarded privilege on the naked 
assertion of the witness that in the witness's opinion the facts sought to 
be discovered were confidential, and that the witness did not feel that 
he had any right to make the information public.*” 


Aside from the question whether the factual material involved could 
ever be considered privileged against disclosure when required as evi- 


dence in legal proceedings, it would seem that the Presiding Officer 


*%8 Wigmore, Evidence 734 (3rd Ed partment of Agriculture or its collaborators 
1940): Haydock, ‘‘Some Evidentiary Prob- where the disclosure of the information 
lems Posed by Atomic Energy Security Re contained would be adverse to public in 
quirements,’ 61 Harvard Law Review 468 terest, will not be subject to public ex 
472 (1948). , amination, nor shall copies thereof be 

2% Crosby v. Pacific 8S. S. Lines, 133 F. furnished upon any request except those 
(2d) 470, 475 (CCA-9; 1943) from Federal official sources."’ (7 Code 

“Crosby v. Pacific 8S. 8. Lines, 133 F of Federal Regulations, Section 1.1533 
(2d) 470, 475 (CCA-9; 1943): 8 Wigmore, (1938) ). 

Evidence 799, Section 2379 (3rd Ed. 1940) It is by no means apparent, however 
(‘‘Both principle and policy demand that that this regulation has any bearing upon 
the determination of the privilege shall be exclusion of evidence at an administrative 
for the Court.’’) hearing held by the Federal Security 

1 Haydock, ‘‘Some Evidentiary Problems Agency. Even more significant, however 
Posed by Atomic Energy Security Require- is the fact that the Presiding Officer gave 
ments,"’ 61 Harvard Law Review 468, 475 no consideration to the question whether 
(1948) disclosure of the information sought on 

“It is only fair to add that the Presid- cross-examination would be ‘‘adverse to 
ing Officer's refusal to make the witness public interest."’ Moreover, the remainder 
disclose the specific facts on which his rec- of this regulation provided that: 
ommendations were based was said to stem “All other records of the Department 
from an administrative regulation of the however, (i.e., those whose disclosure is 
other agency which was read into the rec- not adverse to public interest) shall be 
ord. This provided subject to examination by persons having a 

(a) Records of the Department of Agri- legitimate interest therein and copies there 
culture which (1) contain information ob- of will be furnished in accordance with 
tained or received confidentially, or (2) re- the Regulations of the Department of Agri 
late to pending cases or decisions cr deal culture."" (7 Code of Federal Regulations 
with studies or investigations by the De- Section 1.1533 (1938)) 
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defaulted in the exercise of his quasi-judicial function of determining 
whether its disclosure would be adverse to the public interest. 


Entirely apart from this error—failing to consider whether the facts 
in question should be excluded in the public interest—it is clear that 
the doctrine of exceptional privilege could not be extended to the factual 
material here involved. Grading materials used by graders of the 
Department of Agriculture are hardly ‘secrets of state." ** The courts 
have shown increasing recognition of the fact that relevant evidence can 
be protected from disclosure only when the ‘‘right of the state to pre- 
serve the secret is superior to that of the litigant to compel its dis- 
closure.’ ** In a very recent case, a Federal district court judge 
observed, in refusing to grant a claim by the government that certain 
official documents were not subject to review, that 

No contention is made—in fact, the contrary is conceded,—that any military 
secrets, possibly protected by the scope of common law privilege, are involved 
Accordingly, therefore, I feel that the motion to require further answer should 
be granted.” 

In another case involving the claim of privilege for official records, this 
same court refused the privilege and stated: 

In the first place, it is to be noted that the general policy of the common law, 

prohibiting disclosure of state secrets the publication of which might seriously embarrass 
or harm the government in its diplomatic relations, military operations or measures 
for national security, is not involved in this case.” (Italics added.) 
Cases have occurred in private litigation in which the privilege against 
disclosure has been granted, although military operations.or diplomatic 
secrets were not involved.’ But in any proceeding in which the govern- 
ment is a party, the ‘secrets of state’ rule cannot curb cross-examination 
by extension to ordinary routine departmental documents which 
become relevant. 


Moreover, food standard regulations resulting from these hearings 
carry criminal consequences for violation. The force of the rule that 
save for “secrets of state” the right of cross-examination overrides any 





% The extension of this qualified privi- sible.’’ (8 Wigmore, Evidence 790, 793 (3rd 


lege to the ordinary affairs and documents Ed. 1940)) 

of government agencies has been thus char- 4 Gilbertson v. State, 205 Wis. 168, 236 
acterized by Professor Wigmore: ‘‘But the N. W. 539, 541 (1931). 

solemn invocation . , . of a supposed in- Wunderly v. United States, 8 F. R. D 
herent secrecy in all official acts and rec- 356, 357 (DC Pa., 1948) 

ords, has commonly been only a canting * O’Neill v. United States, 79 F. Supp 
appeal to a fiction. . .. A privilege so 827, 829 (DC Pa., 1948) 

exercised is unwholesome and_ indefen- 7 Boske v. Comingore, 177 U. S. 459 

(1900) 
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claim of confidence was recently illustrated in the widely publicized 
Coplon espionage trial in the District of Columbia where even an asser- 
tion by the F. B. I. that the national security would be endangered by 
disclosure of government documents proved unavailing.** 


Opinion Testimony Admissible Only When Based 
on Disclosed Facts 


But, having determined that he could not compel disclosure of the 
materials on which the FDA witness based his opinions, because of 
the unfounded notion that Departmental grading materials are privileged 
“secrets of state,’ the Presiding Officer nevertheless permitted the opin- 
ions based on these unrevealed materials to remain as record support for 


the proposed standard. 


Logic would demand that testimony composed only of conclusions 
and inferences can gain no additional weight because disclosure of the 
facts on which it is based is excused. Accordingly, the two rulings 
of the Presiding Officer are irreconcilable. Since the witness was 
allowed to remain silent on the facts which alone could give substance 
to his testimony, it is only fair to insist that the Presiding Officer was 
in error in refusing to strike the evidence. As Judge Ford remarked 
in the Tobacco case, ‘An expert opinion is not admissible in evidence 
when its factual foundation is nebulous.” *° 


Cases involving other privileges serve to illustrate the rule that 
the desirability of preserving the secrecy of certain information cannot 
change the law of evidence which admits opinion testimony only when 
based on disclosed facts.*° The Circuit Court of Appeals for the Eighth 
Circuit has held that expert witnesses can withhold the facts on which 
their opinions were based where disclosure of these facts would reveal 
trade secrets, but that opinion evidence based on these undisclosed 
facts was not competent proof.*! 


* A striking illustration of the limited taken in excluding restricted data from 


area in which this privilege against dis- evidence because of the consequent ‘‘serious 
closure operates is provided by recent dis- interference with proper judicial determi- 
cussion of its application to information nation of the dispute.’"" Haydock, ‘‘Some 
placed by statute under the control of the Evidentiary Problems Posed by Atomic 
Atomic Energy Commission (Atomic En Energy Security Requirements."’ 61 Har 
ergy Act. 60 Stat. 755, 766. 42 U. S. C vard Law Review 468, 478 (1948). 

1801, 1810 (1946)) See Newman, ‘Control * United States v. American Tobacco Co., 
of Information Relating to Atomic Energy.”’ 39 F. Supp. 957, 958 (DC Ky., 1941) 

56 Yale Law Journal 769 (1947). Even in * Baglin v. Cusenier Co., 164 Fed. 25, 29 
this critical field, where national security (CCA-2; 1908) 

is preéminently concerned, commentators " Coca-Cola Co. v. Joseph C. Wirthman 
have observed that precautions must be Drug Co., 48 F. (2d) 743, 748 (CCA-8: 1931) 
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Necessarily, where the privilege against disclosure of official documents 
is claimed, the same procedural consequences follow as when any other 
privilege keeps from the record essential facts—opinion evidence depend- 
ent on these facts becomes incompetent and subject to a motion to 
strike.*? Some courts have expressed the rule in terms of the invasion 
of the right of cross-examination of a government witness: 

If his authority to disclose is so limited . . . as to restrict or cut off the 


right of cross-examination by the party against whom the evidence is offered, the: 
that party may object to the admission of such evidence be 


If what is asked is useful evidence . . . or is essential to the proper disposition 
of the case, disclosure will be compelled . . . When the witness has been called 
by the United States, the trial court may modify the general doctrine by imposing 
the terms that consent to the disclosure be given or the witness be withdrawn and 


his testimony stricken out as incomplete.“ 

These cases show a recognition of the manifest unfairness and logical 
inconsistency of admitting opinion evidence when the facts which would 
enable the weight of this evidence to be determined are withheld on 
a claim of privilege. 

Other procedural penalties, including default judgments, have been 
imposed when evidence has been withheld on a claim of privilege. In 
O'Neill v. United States, the court considered the eeeneqnence 
claim by the Attorney General that certain documents were privileged 
against disclosure, and concluded: 


} 
of a 


The Attorney General's choice is merely between adhering to a general policy 


tr 


which involves little more than departmental routine and permitting the government 
to insure procedural penalties which may result in a judgment against it . 
In the recent Coplon espionage case, previously mentioned, the govern 
ment was forced to decide whether to expose its counter-espionage files 
or to drop the spy charges against the defendant. Most assuredly, the 
failure to produce grading materials in a food standard hearing cannot 
be accorded greater immunity to the procedural consequences of the 
claim of privilege. If any government data cannot be produced, testi 
mony of a government witness based on it must be stricken. 


This question of whether the essential right of cross-examination 
can be thus restricted in a food standard proceeding—merely by having 
a government witness assert that the data on which he bases his opinions 











#2 Summit Drilling Corp. v. Commissioner, “ Wilson wv. United States, 59 F. (2d) 
160 F. (2d) 703, 706 (CCA-10; 1947); Cf. 390, 391, 392 (CCA-3: 1932) 
United Btate s v. Grayson, 166 F. (2d) 863, 679 F. Supp. 827, 830 (DC Pa., 1948) 
870 (CCA-2; 1948). see also Wunderly v. United States, & F 


'’ Gilbertson v. State, 205 Wis. 168, 236 R. D. 356, 357 (DC Pa., 1948) 
N. W. 539, 541 (1931). 
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are confidential—remains to be determined in the first instance by the 
Administrator. The observation of a Federal district court would appear 
to be pertinent: 

Denial of right of cross-examination and inference on inference have no more 


place in the conduct of hearings by an administrative officer than in a court of law." 
(Italics added.) 

In any court in the land, refusal to permit cross-examination as to the 
facts on which an expert witness bases his opinion results in his entire 
testimony being stricken. The only privilege is the privilege of silence. 
If opinion is offered as evidence, there must be full opportunity to cross 
examine as to the facts on which it is based.‘ 


Showing of Necessity as a Condition Precedent to the 


Promulgation of Standards 


My third topic may seem academic to some, but appears to have 
far reaching implications for food manufacturers, particularly those who 
produce what have been called recipe foods. Simply stated, it is whether 
there is under Section 401 any authority to promulgate food standards 


in the absence of an affirmative showing of some need for them. Put 


another way, it is whether the finding that a regulation will promote 
honesty and fair dealing—held in the first 7 win City Milk case ** to be 
requisite for a valid standard— must be supported by substantial evidence 
as to the existence or threat of either dishonesty or unfair dealing in 


the manufacture and sale of the particular food. 


This question has been raised previously under somewhat different 
circumstances. There the issue was whether a negative finding, based 
on an absence of evidence that the use of an ingredient will promote 
honesty and fair dealing. could suffice to support a standard which would 
preclude further lawful use of that ingredient.*” 


At a recent meeting of the Food Standards Committee of the Food 


and Drug Administration, however, the manufacturers of the food unde 
discussion raised the question as to whether any need had been shown 
for the issuance of standards. Much to their surprise, they were 
informed that this question was not open for discussion. It was said 


* Automobile Sales Co., Inc. v. Bowles, '* Twin City Milk Producers Ass’n v. Me 
58 F. Supp. 469, 473 (DC Ohio, 1944). Nutt, 122 F. (2d) 564 (CCA-S8; 1941) 

* The writer is indebted to Paul Warnke, " See Austern, ‘“The Formulation of Man 
Esq., of the District of Columbia Bar for datory Food Standards,’’ 2 Food Drug Cos- 
invaluable assistance on this issue of evi- metic Law Quarterly (1947) 532, 582 
dence 
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that whether any reasons existed for embarking upon a standardization 
program—which in this instance would be manifestly difficult and repre- 
sent a pioneering effort for the class of food concerned—was “beyond 
the purview’ of the Food Standards Committee.” 


Without exploring the confusion which may have inadvertently 
existed at this meeting, attempting to examine the precise function of 
the Food Standards Committee of the FDA, or considering whether this 
is the happiest way of enlisting necessary industry cooperation in stand- 
ard making, the lawyers in this Division may be tempted to inquire 
whether this concept controls not only the recommendations of the Food 
Standards Committee, but also the issuance of regulations under Sec- 
tion 401 providing standards of identity, minimum quality, or fill of 
container for any food or class of food. For the discussions revealed 
the existence of two widely divergent schools of thought about the 
meaning of that Section. 


One view is that Section 401 constitutes a mandate from Congress 
to the Food and Drug Administration to standardize all food products 
presumably on the theory that standardization is intrinsically a good 
thing and necessarily will promote honesty and fair dealing in the interest 
of consumers. Another approach is that the Congress delegated to the 
Administrator the power to issue food standards only when there was 
a demonstrated affirmative need for them.” Undoubtedly, both groups 
proceed on the basis of inarticulated premises and attitudes concerning 
standardization in general, the respective responsibilities of government 
and manufacturers in the food industry, and possibly the fundamental 
desirability of economic regulation, governmental controls, “statism,” 
and a wide variety of other polar concepts in current American life. 


Our brief inquiry this morning, however, can be far narrower. It 
can be limited to the question whether the statute provides any legal 
authority for the issuance of food standards in the absence of affirmative 
evidence of record that the consumers of a particular food were not 








*® For a report of this meeting, with a Act of 1938: Its Legislative History and 
somewhat debatable emphasis on some Substantive Provisions,’’ 6 Law & Contem- 
points, see Pacific Fisherman, August 1949, porary Problems 2, 25-26 (1939). It hardly 
pp. 53-56. can be denied that the subject of govern- 

‘For a brief account of the legislative mental standardization is neither politically 
history on the issue of quality standards, dormant nor free of widely divergent and 
see Austern, “‘The Formulation of Manda- passionately held points of view. See, e.g., 
tory Food Standards,’’ 2 Food Drug Cos- Auerbach, ‘‘Quality Standards, Informative 
metic Law Quarterly (1947) 532, 560: Labeling, and Grade Labeling,”’ 14 Law 
Cavers, ‘“‘The Food, Drug, and Cosmetic & Contemporary Problems 2, 362 (1949). 
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receiving a good product, or were being, or were likely to be, confused, 
misled, or deceived. Without being anybody's advocate, it may be sug- 
gested that the converse situation exists with respect to a good number 
of products. 


On this narrow issue, I am satisfied that the authority does not 
exist, that the basic finding that honesty and fair dealing in the interest 
of consumers will be promoted must rest on substantial evidence of 
the affirmative need for the regulation, and that no standard may be 
lawfully issued on the unsupported premise that standardization is 
generally desirable. 


This view derives support, in the first instance, from the legislative 
history of the Act.** There appears to be nothing in any of the decisions 
to date which lends support to the contrary view. The finding in the 
Dried Skim Milk proceeding, despite the subsequent Congressional 
reversal of a part of the regulation, appears to have been grounded upon 
an adequate showing of need. Confirmation of this view can likewise 
be found in the fairly elaborate review by the Supreme Court in the 
Quaker Oats case on the basis for the finding of probable con- 
sumer confusion. 


It is true that the Land O'’ Lakes opinion * contains a suggestion 
of non-reviewability of the Administrator's determination that the order 
will promote honesty and fair dealing, but, even in that case, the court 
went on to review the evidence supporting that finding. 


Granting that in this field most regulations would meet the basic 
test of substantive due process,°° there is still, on a constitutional level, 
the procedural due process requirement that the affirmative basis for 
administrative regulations must be clearly indicated in the supporting 





findings.*® Despite judicial erosion of the concept of ‘jurisdictional fact 
2 See, for example, Senate Report No v. Secretary of Agriculture, 120 F. (2d) 
361, Seventy-fourth Congress, First Session 258, 261 (CCA-7: 1941) 
(1935), at p. 10: “It is not expected that That is, there must be a rational 
definitions and standards of identity will basis’’ for such regulation Compare In 
be provided for natural food when no terstate Commerce Commission 1 Jersey 
public benefit would result.’’ See also 83 City, 322 U. S. 503, 513 (1944): Rochester 
Congressional Record 9097 (1938) (Discus- Telephone Corp, v. United States, 307 U. S 
sion of Mr. Buck and Mr. Lea) 25. 146 (1939): Mississippi Valley Barge 
8 Federal Security Administrator ’ Co. v. United States, 292 U. S. 282. 286-87 
Quaker Oats Co., 318 VU. S. 218, 228-29 (1934): see Pacific States Box and Basket 
(1943). Co. v. White, 296 U. S. 176, 186 (1935) (pre- 
% Land O’Lakes Creameries v. McNutt, sumption of validity) 
132 F. (2d) 653, 658 (CCA-8:; 1943) But “% Compare Panama Refining Co. v. Ryan, 
compare A. EB. Staley Manufacturing Co. 293 U. S. 388, 431 (1935) 
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as a basis for administrative action,” it still seems to be established law 
that there must be substantial evidence to show the existence of 
the conditions under which Congress has directed an administra- 
tive officer to act.** 


Lastly, on the score of practicability, it is earnestly to be hoped 
that there will be no effort at regulation simply for the sake of regulating. 
It has become abundantly clear that the job of standardizing any food 
is a considerable undertaking, and that the necessary research cannot 
be underwritten or adequately achieved without industry cooperation. 
Neither agency nor industry budgets are unlimited. There appear to 
be many classes of foods as to which the desirability and need for stand- 
ards are recognized by all concerned, where an important and timely job 
can be done, and where this issue of lack of need probably would never 
arise. In food standardization, as in many other areas with which this 
group is concerned, the practicable rule of first things first should 
commend itself. [The End] 


ABA NEws 


At the recent meeting of the American Bar 
Association in St. Louis, Missouri, Mr. Harold J. 
Gallagher of New York City was elected as its 
new president. Washington, D. C., was chosen 
as the site of the Association’s meeting in 1950. 








5t Compare Crowell v. Benson, 285 U. S. Parker, 326 U. S. 60, 69 (1945); Commis- 
22 (1932) with Estep v. United States, 327 sion v. Chenery Corp., 318 U. S. 80, 94 
U. S. 114, 142 (1946). (1943); Missouri Broadcasting Corp. v. 

58 United States v, Baltimore & Ohio Rail- F. C. C., 94 F. (2d) 623, 625 (D. C. Cir. 
road Co., 293 U. S. 454, 462 (1935); Florida 1937). In Addison v. Holly Hill Co., 322 
v. United States, 282 U. S. 194, 212 (1931); U. S. 607, 619 (1944), such administrative 
Waite v. Macy, 246 U. S. 606 (1918). See action was termed ‘‘ultra vires.”’ 
also Interstate Commerce Commission v. 
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Some Aspects of Certification of Antibiotics 


Under the Federal Food, Drug, and Cosmetic Act 


THIS PAPER CONSIDERS THE NEED FOR AMENDING SECTION 
507(c) OF THE FEDERAL FOOD, DRUG, AND COSMETIC ACT 
AND DISCUSSES THE FUTURE OF NEW ANTIBIOTICS NOT NOW 
COVERED BY SECTION 507 BY JOHN J. POWERS. JR. 





This paper was presented before the Division on Food, Drug and 
Cosmetic Law, in the Section of Corporation, Banking and Mercantile 
Law of the American Bar Association, in St. Louis, Missouri, on 
September 7, 1949. 


The continued extension of the use of the certification type of drug 
control under the Federal Food, Drug, and Cosmetic Act ' (hereinafter 
called the “Act’’) by amendments * to Section 507 thereof has created 
a particularly acute interest in this legislation, which makes timely its 
review in what one writer has characterized as this ‘forum for the con- 
structive discussion of developments in these laws.” 


Brief Summary of Section 507 of the Act 


Under Section 507 of the Act, any drug composed wholly or partly 
of any kind of penicillin, streptomycin, chloramphenicol, aureomycin, 
or bacitracin, or any derivative thereof, must be certified under regula- 
tions promulgated by the Federal Security Administrator, prior to its 
shipment in interstate commerce, unless such drug has been exempted 
under such regulations because it is to be stored, processed, labeled, 
or repacked at establishments other than where manufactured or is 
intended for use in manufacturing other drugs or for investigational 
use by qualified experts. A batch of any such drug will be certified 
under Section 507 if the drug has such characteristics of identity and 


21 U.S. C. A. 301-392. approved July 13, 1949 (aureomycin, chlor- 
* Public Law No. 16, Eightieth Congress, amphenicol, bacitracin) 
approved March 10, 1947 (streptomycin) ; ‘Dunbar, 3 Food Drug Cosmetic Lau 
Public Law No. 164, Eighty-first Congress. Quarterly (1948) 5 


Certification of Antibiotics Page 337 








JoHN J. Powers, JR 
Secretary and General Attorney, 


Chas. Pfizer & Company, Inc. 





Affiliated Photo-Conway 


the batch has such characteristics of strength, quality, and purity as 
the Federal Security Administrator prescribed in regulations as neces- 
sary adequately to insure safety and efficacy of use. The shipment of 
the aforementioned drugs in interstate commerce in violation of Sec- 
tion 507 constitutes misbranding under Section 502(1) of the Act. 


Whenever, in the judgment of the Administrator, the requirements of 
Sections 507 and 502(1) with respect to any drug or class of drugs are 
no longer necessary to insure safety and efficacy of use, the Adminis- 
trator shall promulgate regulations exempting such drug or class of 
drugs from such requirements. 


Section 507 was added to the Act on July 6, 1945.4 At that time, 
penicillin was the only drug specified as subject to its requirements. 
It represents an exceptional form of drug control, previously used only 
in the case of insulin.® It was recognized by the Federal Security 
Administrator and by those concerned in the drug industry that the 
circumstances were unique afd that the need for this special form of 
control was probably temporary in nature. 


Since July 6, 1945, two important phases of the use and adminis- 
tration of Section 507 deserve particular note. First, four new antibiotics 
have been added to this section by Congressional amendment,® though 
no substantial change otherwise has been made in Section 507 because 
of the added scope of the section. Second, no drug or class of drugs, 
as of this writing, has been exempted from the requirements of Sec- 


‘Public Law No. 139, Seventy-ninth Con- 5 Section 506 of the Act. Compare certifi- 
eation of coal-tar colors under Section 504 


gress, approved July 6, 1945 
" See footnote 2 
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tion 507, though it should be noted that the Administrator on his own 
motion has given public notice of his intention to exempt from these 
requirements the sodium and potassium salts of crystalline penicillin G.* 


Largely prompted by these two facts, it is the purpose of this paper 
to consider the immediate problem of a need for amendment of Sec- 
tion 507(c) of the Act, as well as to dwell briefly on the future of new 
antibiotics not now covered by Section 507. In thus limiting the scope 
of this paper, there has been no lack of awareness of other important 
aspects of this legislation and particularly the fact that, while the Food 
and Drug Administration is limited under Section 505, the new drug 
section of the Act, to consideration of the safety of a new drug, Sec- 
tion 507 confers jurisdiction over both safety and efficacy, a subject 
which might well deserve a paper of its own. 


Subsection 507(c) 
Section 507(c) of the Act reads as follows: 


Whenever in the judgment of the Administrator, the requirements of this section 
and of Section 502(1) with respect to any drug or class of drugs are not necessary 
to insure safety and efficacy of use, the Administrator shall promulgate regulations 
exempting such drug or class of drugs from such requirements 
This subsection is so broad and indefinite in its terminology as to afford 
little, if any, guidance in determining whether a particular drug or class 
of drugs should be exempted. With the increased coverage of Sec- 
tion 507 and the absence of any substantial exemption by the Adminis- 
trator thereunder in the four years which have elapsed since it was 
added to the Act, it is submitted that this section should and must be 
amended with a view to establishing objective criteria for exemption, 
that is, ‘‘decertification.” It seems obvious that any attempt to establish 
such objective criteria should be backgrounded by some reference to the 
legislative history of Section 507. 


Legislative History 


Section 507 was born in the atmosphere of conversion from war 
to peace. The ‘miracle drug,” penicillin, first produced in 1943, had 
caught the imagination of everyone, and its wonders opened vistas of 


14 Federal Register 1770 
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new possibilities in medicine. Ehrlich's dream of an all-purpose drug, 
a ‘‘magic bullet,’ had taken on a new aspect of reality, and the field of 
antibiotics was initiated. 


Penicillin was not only a new drug in a new field, but one which 
had been rushed through normal laboratory and pilot plant stages of 
development because of the urgency of war. In 1943, when it was first 
made available to our Armed Forces, little was known of its chemical 
structure. Its stability was questionable, its properties varying almost 
from batch to batch, and, most important, there was no well-established 
and completely reliable method for its assay. Its original use was by 
parenteral administration principally in life and death cases. These 
circumstances required, in the opinion of many, that unusual control be 
maintained. In his letter * accompanying the original Penicillin Bill 
when it was proposed to Congress, the Acting Federal Security Admin- 
istrator stated: 


In September 1943 the War Production Board, with the concurrence of the mili- 
tary authorities, devised a plan of control under which the Food and Drug Adminis- 
tration assayed samples from each batch of penicillin before it was released for use. 
This plan precluded the distribution to the armed forces of penicillin of unsatisfactory 
potency or contaminated with toxic impurities. 


With the relaxation of wartime controls that has already occurred with respect 
to penicillin intended for civilian use, and with the complete removal of such con- 
trols at the termination of the war, this scheme of pretesting the product before 
distribution can no longer be maintained without the enactment of specific legislation 

Since the Armed Forces were by far the largest consumers of 
penicillin, it was only natural that as buyers they should establish specifi- 
cations and maintain a control laboratory to assure that those specifica- 
tions were met. In a sense, the Food and Drug Administration 
laboratories acted as the control laboratory for the Armed Services, 
and the product purchased by them thus was bought on a rigid inspec- 
tion basis. The War Production Board continued its interest in this 
means of control when, early in 1945, it became evident that substantial 
quantities of penicillin would be available for the first time for general 
civilian allocation. Of course, under wartime conditions, essential 
civilian use was almost as important to the government as military use, 
and it would have been difficult for anyone reasonably to dispute the 
position of the War Production Board in this matter. It was in these 


* Contained in House Report on H. R. 
3266, Seventy-ninth Congress, First Session, 
Report No. 702. 
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circumstances that the proposal to amend the Act by adding Section 507 
was presented to the drug industry. 


The legislative history of Section 507 could not be reviewed with- 
out commenting on the fine spirit of cooperation with the drug industry 
demonstrated by the Food and Drug Administration in drafting both 
the law and the regulations under it. When the penicillin legislation 
was first proposed, all interested parties were invited by the Food and 
Drug Commissioner, Dr. Paul B. Dunbar, to meet with him to discuss 
the many problems inherent in that unique situation. Under the circum- 
stances, as briefly described above, he received the full cooperation and 
approval of the drug industry as indicated by the supporting letters 
contained in the Congressional Committee report ® of this bill. These 
supporting letters, as well as the previously referred to letter of the 
Acting Federal Security Administrator, attempted to indicate some of 
the reasons submitted at that time for certifying penicillin, and brief 
reference to them may be helpful.’° 


The Administrator's supporting letter would appear to indicate 
that the following points were considered by him as important reasons 


for the proposed legislation. First, he stated that: 


This new drug has been used with spectacular success in a long list of serious 

diseases, a number of which are of high mortality. 
* * e 

The wide variety of conditions for which penicillin is effective, the dramatic 
promptness of its cures, and its freedom from toxicity when it is properly purified 
give it an importance not approached by any other drug. 

. . * 

Penicillin is administered in cases of extreme illness. Sometimes the physician 
must wait as much as 12 hours before its effects become manifest in the patient. If 
the product administered is lacking in the expected potency, the patient may pass 
beyond human aid before the fault of the drug is recognized by the physician. A 
drug which has the required potency but is contaminated with toxic impurities may 
delay recovery if it does not cause a fatal ending. 


The second point indicated by the Administrator to be of importance 
is contained in the following: 


Penicillin is produced by a biological process and is subject to the vagaries 
inherent in all such processes. Only a limited number of skilled manufacturers are 
now producing penicillin. Even they have occasional unexplainable mishaps in the 
manufacturing process which result in lack of the required potency or in contamination 
with pyrogens. 





See footnote 8 
“Tt is regrettable that limitations of 
space make it impractical to set forth all 
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these letters in full, but they are, of course 
available in the public record for reference 
(see footnote 8) 
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The third point appears to be: 


The drug has so far been administered only by injection with a hypodermic 
needle. Much experimental work is being done to develop it in forms for oral and 
other methods of administration. The production of chemical derivatives of penicillin 
is also the subject of considerable investigation. 

The development of new preparations and dosage forms adds to the complexities 
inherent in the basic problem. 


And finally it is stated that: 


The methods available to the Food and Drug Administration for checking inter- 
state shipments of drug products generally would not be effective for the control 
of penicillin and its products. 

In addition to mentioning these reasons for the certification of 
penicillin, the Administrator recognized the unusual character of this 
form of control and the fact that it should be used only for a limited 
time. He stated: 

It is recognized that control measures of this character are essential only in such 
special cases as insulin and penicillin products. Because of the newness of penicillin 
and the possibility of developments in manufacturing technology and otherwise that 
may obviate the need for special control the suggested amendment provides for the 
termination of certification requirements with respect to any penicillin product when- 
ever the facts warrant. 

It would seem unnecessary in this paper to refer to all the support- 
ing letters from the industry and other sources, but the most detailed 
of the industry letters is especially noteworthy. This was a letter 
addressed to the Chairman of the House Interstate and Foreign Com- 
merce Committee by the American Drug Manufacturers Association. 
which includes in its membership most of the companies producing 
penicilli:: This communication, it is understood, was intended to reflect 
understandings reached in the previously referred to discussions invited 
by Dr. Dunbar. The letter stated in part: 

The urgency of this proposed legislation is rather unusual. It is felt desirable 
by all parties concerned for the time being and yet at the same time the requirement 
for certification is fully expected to be a temporary matter. For this reason, the 


American Drug Manufacturers Association joins with the Federal Security Agency 
in urging the earliest enactment of this bill. 


The letter continues in part: 


The American Drug Manufacturers Association's collaboration and support of 
this measure is predicated on three principles 

1. The assurance from the Food and Drug Administration that pretesting and 
certification of penicillin is not a method of drug control to be generally extended 
The letter of transmittal, we believe, emphasized this point. 
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2. Certification of penicillin is not expected to be a permanent procedure. It is 


offered as an extra measure of protection for a limited period of time due to uncertain- 
ties which have appeared to exist in the assay of penicillin and the possibility that 
there may be initial uncertainties attendant upon the assay of new penicillin prep- 
arations, particularly in the case of companies who have not previously worked with 
penicillin. Penicillin is a chemical produced by a fermentation process. It is to 
be expected that within a reasonable period of time tests and assays for this drug 
will become sufficiently satisfactory to warrant regulations terminating certification 
requirements as is contemplated in Section 507(c). 

3. The Food and Drug Administration plans to arrange for the running of tests 
and assays to provide the most rapid certification and thus assist in making this critical 
drug available to the public with the least delay. 


Against this background, the first antibiotic was made subject to 
the requirement of certification under Section 507 of the Act. 


Late in 1945, it became evident that streptomycin was becoming 
an important new drug in the antibiotic field. The Commissioner of 
the Food and Drug Administration, Dr. Dunbar, in several public state- 
ments, raised the question as to whether streptomycin should not also 
be certified under Section 507. Most of the atmosphere of war emer- 
gency which surrounded the penicillin certification proposal was gone 
and question arose as to the future of certification as a means of drug 
control. This question was put to Dr. Dunbar by industry represen- 
tatives, and he answered it in a letter dated April 25, 1946, addressed 
to the American Drug Manufacturers Association.'' In this letter, 
Dr. Dunbar indicated the Administration's views ‘‘as to the underlying 
conditions which, in its judgment, warrant the exercise of such require- 
ments for new drugs.’ The statement was made that the general pattern 
for certification had been established by the insulin '* and penicillin 
amendments to the Act. After discussing insulin and penicillin sep- 
arately, Dr. Dunbar concluded in his letter: 


Because of the great number of persons who require medication with drugs like 
insulin and penicillin, because of the serious consequences that follow the administra- 
tion of such drugs when improperly manufactured, and because of the likelihood that 
difficulties inherent in manufacture or in available methods of testing may result in 
unsafe or inefficacious products, it is our view that the Government, in order to 
discharge its duty to the public in maintaining the integrity of drug supplies, should 
be implemented with authority for check testing individual batches of such drugs 


"Tt is understood that this letter was Whether the insulin amendment should 
made generally available to the industry have been passed or should continue in 
and, undoubtedly, copies may be obtained effect is not within the scope of this paper 
on request to Dr. Dunbar It is recom- to consider Insulin is substantially dis- 
mended that it be read in full similar from any presently known antibi- 

otic and has a peculiar background of 
its own 


Certification of Antibiotics Page 343 








before they are cleared for distribution and should not be required to rely solely upon 
the general provisions of the Act. 


Dr. Dunbar continued in his letter with a reference to new drugs 
in the following language: 

We are faced with the likelihood of the development of a number of new drugs, 
widely useful in the treatment of serious diseases, where difficulties in manufacture 
and testing present unusual hazards. For example, streptomycin appears to present 
every element that led to certification requirements for penicillin and in addition has 
an appreciable toxicity and is much more likely than penicillin to be contaminated 
with dangerous impurities. 

After some months in which there were several discussions between 
the Food and Drug Administration and various drug industry groups, 
the streptomycin amendment to Section 507 was formally proposed by 
the Federal Security Administrator to the Congress. It is interesting 
to note that in the Senate Committee report ** on this bill, the principal 
supporting letter was from the Acting Federal Security Administrator. 
There were no supporting letters from the industry. However, there 
appeared this statement in the Administrator's letter: 

This proposed legislation has been discussed with representatives of members 
of the industry who produce streptomycin or who may be concerned with its pro 


duction. On the basis of these discussions we are satisfied that there exists no 
opposition to the proposal. 


It may be fair to presume from this change from positive approval 
to no opposition that, while the industry recognized that reasons for 
certifying streptomycin were in many respects similar to the reasons for 
certifying penicillin, concern was beginning to arise as to whether the 
atmosphere of a unique situation requiring temporary controls, under 
which the penicillin amendment was passed, was not shifting to a per- 
manent new type of drug control with no satisfactory statutory limita- 


tions on its scope. 


In his letter supporting the streptomycin amendment, the Admin- 
istrator first stated that: 


The reasons underlying the requirement for certification of penicillin are that 
it is highly efficacious for many serious infectious diseases suffered by great numbers 
of our population, that unusual difficulties are inherent in its manufacture of a quality 
suitable for therapeutic use, that the methods for testing finished lots to determine 
its safety and efficacy are not yet entirely satisfactory, and that therefore an unusual 





‘3 Senate Report on S. 445, Eighieth Con- 
gress, First Session, Report No. 45. 
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likelihood exists that lots will appear on the market which are not of the appropriate 
strength, quality, and purity. 


Comparing streptomycin to these standards, the Administrator indicated 
that it is highly effective in a number of serious infections and that in 
fact “Its dramatic effects in the treatment of serious and often fatal dis- 
eases are overshadowed only by penicillin.” He continued to say: 


Streptomycin, like penicillin, is a biological product and its manufacture and 
testing are subject to the same kind of unexplained vagaries that characterize the 
production of penicillin. In some respects at least, the need for predistribution check 
ing is even greater for streptomycin. Its toxicity, particularly in relation to effective 
dosage, is much higher than that of penicillin. Underdosage results in the rapid 
development of highly resistant strains of pathogenic organisms. Its dosage must 
therefore be much more carefully regulated than that of penicillin, and it is even 
more important that label declarations of potency be accurate 


The Administrator then emphasized that the certification of strep- 
tomycin has precedent not only in Section 507 of the Act, but in the 
provisions of Section 506 requiring certification of insulin. He stated 
that all three of these drugs ‘present problems of a common pattern in 
the importance of their need for effective control in the interest of public 
health.” '* He noted that the general provisions of the law applicable 
to other drugs ‘‘are quite ineffective in meeting the needs of public 
protection presented by these articles.” 


It is interesting to note that some of the war atmosphere which 
influenced the penicillin legislation still persisted, and the Administrator 
took cognizance of this fact in the following: 


At the present time samples from each batch of streptomycin produced are being 
tested by the Food and Drug Administration before they are released for distribution 
This service is being carried on through cooperative arrangements with the War and 
Navy Departments. who have been purchasing most of the output, and under an 
order by the Civilian Production Administration, operating through the authority of 
temporary legislation. Since the Civilian Production Administration order is expected 
to expire in March, it is highly desirable that prompt consideration be given to the 
bill so that if it mects the approval of Congress there will be no hiatus between the 
present control and that which would be set up by the terms of the bill. 


As in the case of the penicillin amendment, the Administrator in 
this instance stated: 


It is probable that as improved techniques in manufacture and better methods of 
testing are developed. the need for pretesting and certification of streptomycin may 
“It would seem disputable that insulin would not seem necessary to burden this 
presents problems of a common pattern paper with such an issue 
with penicillin and streptomycin, yet it 
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no longer exist. That probability with respect to penicillin was recognized in Sec- 
tion 507(c), which directs the Administrator to promulgate regulations exempting 
the drug from the certification requirements when that procedure is not necessary 
to insure safety and efficacy of use. This provision would apply equally to strepto- 
mycin if the recommended amendment is adopted. 


On this basis, streptomycin was added to Section 507 and made subject 
to its requirements on March 10, 1947. 


In January 1949, it was proposed that three additional new anti- 
biotics be made subject to certification requirements, namely, aureomycin, 
chloramphenicol, and bacitracin. At the same time, the Commissioner 
proposed that a general antibiotic certification amendment to the Act 
be passed in lieu of further specific amendments to Section 507. Follow- 
ing his customary procedure, Dr. Dunbar threw the entire subject open 
for discussion with all interested parties. After discussions and pre- 
sumably due to the many difficulties obviously presented in considering 
a general antibiotic amendment to the Act, the Administrator proceeded 
to propose a specific amendment to Section 507 to include aureomycin, 
chloramphenicol, and bacitracin.'® As in the case of streptomycin, the 
principal supporting letter for this further amendment of Section 507, 
which appears in the House Committee report,’® is that of the Federal 
Security Administrator. It was stated that after discussions with 


industry: 


There appears to be no significant opposition to the proposal. In fact, the 
present basic producers of aureomycin, chloramphenicol, and bacitracin have requested 
that steps be taken to establish a certification service for their products similar to 
that now being utilized for penicillin and streptomycin. 


The amendment including these three antibiotics became effective 
July 13, 1949. Following the passage of Section 507 itself, and the 
amendment to include streptomycin, this further amendment represents 
the third step in recent years in the gradual broadening of the applica- 
tion of the certification type control. In the opinion of this writer, the 
inclusion of all three of these last antibiotics within the purview of 


It is understood that this continuance certification. Discussions of the general 
of amending Section 507 by adding specific antibiotic amendment between representa- 
products was based in part on the fact that tives of the Food and Drug Administration 
the three new antibiotics concerned were of industry nevertheless continued with a 
already on the market (or about to be in view to the future 
one case) and it was believed that the con- % House Report on H. R. 3151. Eighty- 
sideration of a general antibiotic amend- first Congress, First Session, Report No 
ment would unduly prolong bringing these 199 
new products under the requirements of 
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Section 507 does violence at least to his own previously conceived 
notions as to the type of product properly belonging under that section. 
However, detailed comment after the fact would probably serve little 
purpose, and it is recommended that, rather than concern ourselves with 
the merits of what has been done, attention should be turned toward 
what should be done in the future. It is submitted that the most immedi- 
ate problem is to provide, in so far as it is possible to do so, objective 
criteria for the exemption or decertification of products now subject 
to Section 507. 


Criteria for Decertification 


It is not the intention of this paper to inquire into the merits of 
the question whether any drug or class of drugs presently subject to 
Section 507 should have been or should now be exempted by the Admin- 
istrator under the statute. Writing solely from the viewpoint of the 
lawyer viewing legislation, it is believed that since there has been no 
substantial exemption by the Administrator in over four years since 
Section 507 was passed, there exists the possibility that one reason for 
this may well be the absence of any specific criteria indicating a more 
definite basis for decertification. Moreover, and without regard to the 
aforementioned possibility, the fact that Section 507 has been extended 
considerably in its scope since its original enactment makes it impor- 
tant to those charged with the administration of this section, to those 
whose products are subject to its requirements, and, ultimately, to the 
public, that specific criteria for the decertification of drugs subject to 
Section 507 be clearly stated in the statute. The use of government 
controls in our democracy is recognized and understood. It is a premise 
of this paper, however, that we are jealous guardians of our individual 
rights and that no control by government should be imposed or continued 
unless clearly necessary and proper, on a basis which all can understand. 


To determine from the foregoing legislative history the reasons 
underlying the passage of Section 507 and its amendments is helpful 
and proper in arriving at reasonable criteria for decertification. As pre- 
viously noted, penicillin was a history-making product of tremendous 
importance to the public health. It was a new drug in a new field 
hurried through normal development stages into production in an atmos- 
phere of war emergency. In a broad sense, production and assay 
techniques were therefore still in a development stage even when the 
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product was being manufactured on a large-scale basis. The result 
was an important lack of uniformity at times in the finished product and, 
not infrequently, considerable variation beyond normal ranges of error 
in assay results. This, coupled with the fact that penicillin, particularly 
in the first years of its production, was used primarily in life and death 
cases by parenteral administration, led to considerable concern. More- 
over, originally it was a drug of questionable stability, and little was 
known of its chemical structure. It was the product of biological proc- 
esses. Not the least of all these factors influencing legislation was that 
penicillin, at the time Section 507 was proposed, was already being 
pretested by the Food and Drug Administration under wartime regula- 
tions, and the War Production Board had a definite interest in continuing 
such pretesting as a background for its civilian allocation program 
When Section 507 was later amended, many of these circumstances had 
disappeared or changed, but their original impulse, kept alive perhaps 
by the strong influence of precedent, undoubtedly played an important 
part in the passage of the two amendments to this section. 


The immediate objective of this paper, however, is to propose 
criteria for decertification in the face of an accomplished fact, namely 
that a certification statute is now in existence. With this in mind, it 
is probably impractical, and might tend more toward confusion than 
clarification, to attempt to reduce all the above circumstances to satis- 
factory statutory language expressing criteria for decertification. It 
would seem, however, that there should not be too much cause for dis 
agreement if the principal reasons for certification assigned by the Fed- 
eral Security Administrator and the Commissioner of Food and Drugs 
are proposed to form the basis of criteria for decertification. It would 
appear that a drug has been officially considered a proper subject for 
the certification type control where it has been found that ‘‘an unusual 
likelihood exists that lots will appear on the market which are not of 
the appropriate strength, quality, and purity’’ determined by reference 
to the following specific criteria: 


1. The drug is an important new product of biological origin, highly efficacious 
in the treatment of serious diseases of a fatal or crippling nature encountered in 
large segments of the public, 


2. Methods for the manufacture of the drug are difficult and not perfected 
with a resultant important lack of uniformity in batches of the finished product, and 
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3. Methods for assaying the drug are so uncertain and variable in their results, 
even in the hands of competent scientists, as to be beyond limits of error, reasonable 
in the light of the nature of the drug and its intended use. 

The outstanding significance of the words “unusual likelihood” used 
above must reside in the fact that they imply a distinction from other 
important drugs now on the market. 

If these criteria can be accepted as the official reasons for certifi 
cation, then they form a basis for establishing criteria for decertilication 
under Section 507(c). If a drug subject to Section 507 does not meet 


or continue to meet all these criteria, it should be decertified. 


One difficulty that immediately occurs in the administration of this 
proposed amendment of Section 507 is the problem posed by a situation 
where a drug in the hands of some or even most manufacturers meets 
all the criteria for decertification, but does not do so in the hands of 
a few. This problem deserves considerable discussion, it would seem 
with the officials of the Food and Drug Administration, since it is 
primarily administrative in nature. One solution which has been pro- 
posed is to give the Administrator, by further amendment to Section 507 
the power to exempt individual manufacturers on the basis of their 
xerformance "’ as a step preliminary to the eventual decertification of 
the product in the hands of all manufacturers. Theoretically, this might 
be satisfactory, yet it too raises administrative problems which can prob 


ably best be answered through round-table discussion 


General Antibiotic Amendment to the Act 


A review of the legislative history of Section 507 and a discussion 
of the immediate problem of determining criteria for decertification 
cannot help but suggest the further question whether a general antibiotic 
amendment containing criteria for certification should be written 
into the Act. 


Dr. Dunbar, in his previously mentioned letter of April 25, 1946, 
addressed to the American Drug Manufacturers Association, presenting 
his general views on certification of drugs, stated that he is sympathetic 





17 For example, if a manufacturer in specified tests during a period of one year 
regular commercial production had not had then that manufacturer might be exempted 
any batch of a drug or class of drugs sub- from the requirements of Section 507 as to 
ject to Section 507 rejected by the Food and that drug or class of drugs 

Drug Administration for failure to meet the 
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with the thought that the administration should not seek further amend- 
ments to the Act dealing with specific drugs “but that the underlying 
principles whereby a new drug should be designated for certification 
should be clearly set forth in the statute and the Administrator be author- 
ized after appropriate hearing, to designate new drugs as subject to a 
certification procedure if the facts warrant.” The letter continues: 


° 

We think the amendment (which perhaps might blanket in the insulin and 
penicillin amendments) should provide for certification procedure whenever the Admin- 
istrator finds that a new drug is highly efficacious for one or more serious diseases 
suffered by a substantial seqment of the population; that because of unusual difficulties 
inherent in its process of manufacture or in the methods of testing finished lots, it 
is likely to fail to meet standards of identity, strength, quality and purity appropriate 
to insure safety and efficacy of use; and that, on the basis of such findings, certification 
procedure is necessary to the protection of the public health. The Administrator's 
determination should be reached through the procedure prescribed by section 701 (e) 
of the Act and should be subject to the review prescribed by section 701(f). Once 
a designation has been made the procedure for setting up regulations for certification 
and the procedure for reviewing these regulations and for discontinuing certification 
requirements with respect to any drug, should developments make such requirements 
unnecessary, we think should be the same as the procedure prescribed for penicillin 


Some discussion of the feasibility of a general antibiotic amendment con- 
taining criteria for certification was had at the time this letter was 
written, and Dr. Dunbar again invited such discussions of January of 
this year at the time it was proposed to amend Section 507 by adding 
aureomycin, chloramphenicol, and bacitracin. In response to this second 
invitation, several discussions were had between the Administration and 
representatives of industry, and it is understood that those discussions 
will probably be resumed. 


In any discussions of a general antibiotic amendment, it is of the 
utmost importance not to confuse the search for criteria for certification 
with the consideration of whether such an amendment is necessary at all. 
It is the earnest suggestion of this paper that any continued discussions 
of a general antibiotic amendment be directed in the first instance toward 
a broad consideration of the continuing necessity for the certification 
type control of new antibiotics. The entire legislative history of Sec- 
tion 507 is replete with the suggestion that the need for certification is 
probably temporary. It is, therefore, believed that there is a real ques- 
tion which should now be raised as to whether there is need for a general 
antibiotic amendment implying as it would the continued extension of 
certification type contro] to the antibiotics of the future. 
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It is hoped that future discussions of a general antibiotic amendment 
will review carefully the scientific background of this field before turning 
to its legal problems. At the risk of repetition, it is again noted that 
penicillin was a new drug in a new field, and it is submitted that it was 
this double-barreled novelty which backgrounded the original vagaries 
in production and assay rather than any inherent unsolvable difficulties. 
Since the first sales of penicillin in 1943, a tremendous amount of research 
and development has been done in the field of antibiotics, and a wealth 
of experience has been gained in the broad techniques applicable to 
their production and assay. It seems not unreasonable to suggest that 
the acquisition of these techniques through research, development, and 
production has developed in the industry a basic skill applicable not 
only to present antibiotics, but also to those which may be found in 
the future, thus removing the basic reasons for the certification type 
control in this field. Whether this is a fact which can be generally 
agreed upon should be established during the course of the aforemen- 
tioned discussions. If it is not a fact, then it may well be that the field 
of antibiotics is unique in relation to other presently known drugs, and 
perhaps the time has been reached when a general antibiotic amendment 
is indicated. The lawyers and legislators would then have the problem 
of attempting to express that unique situation in statutory language. 
However, until and unless the necessity therefor is established, it would 
seem idle to discuss the form which a general antibiotic amendment 
should take. The views of this writer as to a substantial part 
of that amendment are probably apparent in the discussion of 


criteria for decertification. 
Conclusion 


This century has seen a tremendous evolution in the relationship 
of the government to the people in the American democracy. The con- 
trol of government over the activities of the people has been particularly 
accelerated in recent years. No one can deny that some of this control 
is necessary in our complex society, but it requires a delicate balance 
to achieve a reasonable amount of control for the public welfare and 
at the same time maintain a system and a spirit of freedom and indi- 
viduality which give to a people and a country the vitality to progress 
and be strong. It is submitted that it is the duty of all, both in govern- 
ment and in private life, therefore, to evaluate carefully all extensions 
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of government control and, where such control is necessary, to express 
it in the governing statute as clearly and as definitely as possible so 
that all may understand their rights and obligations. These thoughts 
have been important influencing factors in the proposals advanced in 


this paper. [The End] 


MILLER TO HEAD U. S. P. REVISION COMMITTEE 


The U.S. P. Board of Trustees has elected 
Dr. Lloyd C. Miller as Director of Pharmaco- 
poeial Revision to succeed Dr. E. Fullerton 
Cook. Dr. Miller has been an active member 
of the U. S. P. Revision Committee since 1944 
and chairman of the Subcommittee on Biologic 
Assays since 1946. He also was in close contact 
with the revision of the U. S. P. XI and XII, 
during his career in the Food and Drug Ad- 
ministration’s Division of Pharmacology. 
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PROGRESS OF FEDERAL LAW AGAINST 


False Advertisement 


of Food, Drugs, and Cosmetics 


THE AUTHOR NOTES THE INFLUENCE OF FEDERAL STATUTES 
ON THE DEFICIENCIES EXISTING AT COMMON LAW IN THE 
FIELD OF FALSE ADVERTISING By JAMES W. CASSEDY 





This paper was presented before the Division on Food, Drug and 
Cosmetic Law, in the Section of Corporation, Banking and Mercantile 
Law of the American Bar Association, in St. Louis, Missouri, on Sep 
tember 7, 1949. 


selling of goods, and one of its chief objectives is to make known 

the merits of a commodity. It has been said that “Advertising 
is today the greatest living force in business;"’ that ‘Every effort made 
to keep it clean and honest intensifies its power;’’ and that “The elimina- 
tion of every doubtful and misleading word in a published advertisement 
creates greater confidence and increases sales.” 


\ DVERTISING was conceived to advocate, promote, and aid the 


It was recognized early that false advertising would not only injure 
the purchaser, the competitor, and the public, but also would undermine 
the general credence given to published statements and would be detri- 
mental to advertising as a whole. It has, therefore, not been questioned 
that the individual purchaser, the honest competitor, and the public gen- 
erally are entitled to be protected from false advertising. 


‘Advertising has been defined as an investment in public confi- 
dence.’ Measured by the present cost of advertising volume for all 


' Printers’ Ink, February 24, 1921, p. 18 
261 Pittsburgh Law Journal 221 
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commodities in the United States, advertisers now are expending nearly 
four billion dollars a year. Advertising has thus become one of our 
largest industries, and, in my opinion, the protection which Federal 
law against false advertising has given this tremendous ‘investment in 
public confidence” has aided its growth and success. 


The growth of advertising during the early part of the present 
century gave rise to many questions. To what extent should advertising 
be regulated? To what extent should the seller advertising his goods 
be held responsible for falsity? What protection should or could be given 
the honest competitor who truthfully advertises his products? These 
were but a few of the many questions that urgently required answers. 


Effect of the Common Law on False Advertising 
At the beginning of the present century, little progress in regulating 


false advertising had been made. Old common law concepts prevailed. 
and their cornerstone was “caveat emptor,” let the buyer beware. 


The common law remedies of actions in tort based upon deceit and 
negligence and actions in contract based upon breach of warranty, 
which were available to a purchaser, and those available to a competitor 
through injunctive proceedings were of little value in the regulation of 
false advertising. An action in tort for deceit or negligence could be 
instituted only after an injury had been done, while an action in contract 
for breach of warranty would not lie against an advertiser unless he 
was in privity with the purchaser. Furthermore, neither tort nor contract 
actions would prevent repetition of the objectionable conduct. 
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In common law injunctive proceedings based upon unfair competi- 
tion, false advertising calculated to deceive the public and to pass off 
the goods of one merchant as the goods of a competitor would be en- 
joined if the competitor could prove such facts and could prove either 
a direct injury therefrom or that an injury probably would be the direct 
result. Recourse to injunctive relief could not be had to prevent de- 
ception of the people generally, and the available common law actions 
afforded no protection to the public from false advertising. 


As an illustration, the United States Court of Appeals for the 
Sixth Circuit, in the American Washboard Company case,* decided in 
1900 that a manufacturer of genuine aluminum-faced boards was not 
entitled to injunctive relief restraining use by a competitor of the word 
“aluminum” on a washboard which did not contain any of that metal, 
even though the public were deceived into buying it as a genuine alumi- 
num washboard. In part, the Court said: 


It is doubtless morally wrong and improper to impose upon the public by the 
sale of spurious goods, but this does not give rise to a private right of action unless 
the property rights of the plaintiff are thereby invaded ... We . are clear in 
the opinion that, if .. . all persons (are) compelled to deal solely in goods which 
are exactly what they are represented to be, the remedy must come from the legislature, 
and not from the courts. 


It was apparent that there was a wide gap in the law through which 
the public was and would continue to be injured until Congress pro- 
vided a remedy. In this regard, however, it was also apparent that 
the law had lagged far behind the public conscience. 


Indications of Public Sentiment Against False Advertising 


In August 1904, the Atlantic Monthly published an editorial stating 
in substance that “Swindling in newspaper advertising . . . has grown 
to be a public menace.” 


In March and April 1905, the Ladies’ Home Journal published 
editorials by Edward Bok on the subject of patent medicine advertising, 
pointing out the dangerous character of some medicines and the diabolical 
methods used to convince people that they had ailments for which 
the medicine was recommended as a cure. 

American Washboard Company v. Sag 


inaw Mfg. Co., 103 Fed. 281, 285 (CCA-6: 
1900) 
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In 1909, Collier's Magazine published articles by Samuel Hopkins 
Adams on the subject of swindling through advertising. The same 
year, Survey Magazine published an article by E. D. Hulbert, entitled 
“Advertising Ethics and General Welfare.” In August 1911, the “truth” 
motto was adopted at the Seventh Annual Convention of the Asso- 
ciated Advertising Clubs of America at Boston. 


By 1911, there was a definite movement by leading business and 
advertising organizations for legislation to hold the advertiser responsi- 
ble for falsity, even in the absence of knowledge on his part or in the 
absence of direct injury to any particular individual. 


In its issue of November 16, 1911, Printers’ Ink, a journal for ad- 
vertisers, published an article entitled ‘Legal Repression of Dishonest 
Advertising,’ in which it pointed out that a strong sentiment existed 
among advertising men for the suppression of fraudulent, misleading, 
exaggerated, and indecent advertising. The article proposed that this 
sentiment should be converted into action to eradicate dishonest adver- 
tising and proposed that a Model Statute * drawn by Harry D. Nims be 
adopted by state legislatures. This statute became known as the Printers’ 
Ink Model Statute. By 1913, six states had adopted it, and, largely 
due to the efforts of its sponsors, 14 states had passed other statutes 
against false advertising. 

In September 1913, Good Housekeeping published an article by 
Dr. Harvey W. Wiley entitled “False Ads and Lying Labels’”’ which 
dealt with foods and drugs. 

In March 1914, /nland Printer published an article by Walter Olsen 
entitled ‘“‘Death Knell of Untruthful Advertising,” which stated that 
“A wave of reform is now sweeping the country—with the purpose of 
sweeping it of all dishonest advertising.” 

In its issue of February 13, 1915, Harper's Weekly published an 
article by Samuel Hopkins Adams which stated that ‘“A quack with a 





**‘Any person, firm, corporation or as- or places before the public, in this State 
sociation who, with intent to sell or in in a newspaper or other publication, or 
any wise dispose of merchandise, securi- in the form of a book, notice, hand-bill 
ties, service, or anything offered by such poster, bill, circular, pamphlet, or letter, 
person, firm, corporation, or association, or in any other way, an advertisement of 
directly or indirectly, to the public for any sort regarding merchandise, securities 
sale or distribution, or with intent to in- service, or anything so offered to the pub- 
crease the consumption thereof, or to in- lic, which advertisement contains any as- 


duce the public in any manner to enter sertion, representation or statement of fact 
into any obligation relating thereto, or to which is untrue, deceptive or misleading 
acquire title thereto, or an interest therein, shall be guilty of a misdemeanor.”’ 
makes, publishes, disseminates, circulates, 
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million dollars to spend in advertising sugar pills to cure consumption 
will destroy as many lives as the worst morphine peddler in the trade, 
and that “The lie kills as surely as poison.” 


These articles and editorials were typical of many published during 
those years which indicated the strong sentiment for truthful adver- 
tising and the suppression of false advertising. 


False Advertising as LInfair Competition 


On September 26, 1914, the Federal Trade Commission Act was 
approved, and on March 16, 1915, the Federal Trade Commission was 
organized. Shortly thereafter, on November 23, 1915, the Association 
of Advertising Clubs of the World, represented by a committee, was 
given a hearing by the newly organized Commission. At this hearing, 
the Commission was urged to take steps toward suppressing untrue 
advertising as being a form of ‘‘unfair competition.” 

It is interesting to note that the first two formal cases were de- 
cided by the Commission in 1916 and that they involved false ad- 
vertising.” The first formal case involving false advertising of a drug 
was decided in 1918 when the Commission ordered the respondent 
Block & Company (1 F. T. C. Dec. 154) to cease and desist using the 
name ‘“‘mentholanum” or any other name so similar to ‘‘mentholatum” as 
to be likely to deceive and mislead the purchasing public and cause 
purchasers to believe that it was the same as “mentholatum.” It is also 
interesting to note that the first Commission case to reach the courts 
involved false advertising of food. This was the case of Sears, Roebuck 
& Company v. Federal Trade Commission,® in which the United States 
Court of Appeals for the Seventh Circuit in 1919 recognized that Con- 
gress intended the Commission to take action in such cases. In part, 


the Court held that 


The Commissioners . . . are to . . . stop all those trade practices that have a 
capacity or tendency to injure competitors directly or through deception of purchasers, 
quite irrespective of whether the specific practices in question have yet been denounced 
in common-law cases. 

5 Federal Trade Commission v, Circle Cilk *258 Fed. 307, 311 (CCA-7; 1919) 
Co., 1 F. T. C. Dee. 13: Federal Trade 
Commission v. A, Theo. Abbott & Co., 1 
F. T. C. Dec. 16 
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Again in 1922, in Federal Trade Commission v. Winsted Hosiery 
Company, the Supreme Court affirmed the duty of the Commission to 
proceed in false advertising cases. 


In substance, the Supreme Court has held that the expression ‘‘un- 
fair methods of competition,’ which were declared to be unlawful in 
Section 5 of the Federal Trade Commission Act, has a broader meaning 
than the common law term “unfair competition; that it does not admit 
of precise definition and its scope is left to judicial determination as 
controversies arise; and, further, that “unfair methods of competition” 
are to be determined in particular instances, upon evidence, in the light 
of particular competitive conditions and have what is found to be a 
specific and substantial public interest.‘ 


In the Royal Baking Powder Company case °® decided in 1922, in- 
volving false advertising of food, it was contended before the United 
States Court of Appeals for the Second Circuit that misrepresentation 
of the quality or ingredients of one’s own goods is not “‘an unfair method 
of competition’’ within the meaning of the Federal Trade Commission 
Act. Counsel for petitioner argued that no statute or decided case had 
declared that a trader owed to his competitors the duty of refraining 
from such misrepresentation, and that, on the contrary, it had been 
firmly held in the American Washboard Company case *° that no such 
duty exists; and it was argued that in making the order under review 
the Commission assumed not only to create a new rule of substantive 
law, but to destroy one of long standing and universal acceptance. 


In response to this argument, the Court of Appeals stated that the 
American Washboard Company case “’. . . illustrates one of the reasons 
which led Congress to enact the statute creating the Federal Trade 
Commission . . .”” and “By that statute the identical situation which the 
Court in the . . . (Washboard) case said it was beyond its power to 
suppress has been brought within the jurisdiction of the Federal Trade 
Commission—created to redress unfair methods of competition 


7 Schechter Poultry Corporation v. United eral Trade Commission v. Keppel & Bro. 
States, 295 U. S. 495, 532 (1935); Federal Inc., supra; Federal Trade Commission v 


Trade Commission v. Raladam Co., 283 Algoma Lumber Company, 291 U. S. 67, 

U. S. 643, 648, 649 (1931); Federal Trade 73 (1934). 

Commission wv. Keppel & Bro. Inc., 291 * Royal Baking Powder Company v. Fed- 

U.S. 304 (1934). eral Trade Commission, 281 Fed. 744 
* Federal Trade Commission v. Klesner, (CCA-2; 1922) 

280 U. S. 19, 27, 28 (1929): Federal Trade '’ American Washboard Company v. Sagi- 


Commission v. Raladam Co., supra; Fed- naw Mfg, Co., 103 Fed. 281 (CCA-6: 1900). 
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The Court of Appeals in substance stated further that the answer to 
the contention of counsel for petitioner is found in the decision of the 
Supreme Court in the Winsted Hosiery Company case'' in which 
“... It is now made plain that the statute has invested the Commission 
with jurisdiction to order anyone who misrepresents the quality of his 
goods in his advertising to cease and desist from such unfair methods 
of competition.” 


Thus, it was established early that the Commission's functions in- 
cluded proceedings against false advertising as unfair methods of 
competition, where there was a capacity or tendency to injure competi- 
tion either directly or indirectly through deception of consumers. There- 
after, in many of these cases, the United States Courts of Appeals and 
the Supreme Court repeatedly upheld the jurisdiction of the Commission 
to prohibit by cease and desist order “unfair methods of competition in 
commerce,’ consisting of the dissemination of false and misleading rep- 
resentations in advertising and labeling of food, drugs, and cosmetics.'* 


In 1931, the jurisdiction of the Commission was limited by the 
decision of the Supreme Court in the Raladam Company case,'* which 
held that false obesity cure advertisements must be shown by proof to 
threaten to injure or to injure present or potential competition to a sub- 
stantial extent. 


Establishment of More Effective Controls by the Wheeler-Lea 
Amendments 


The Commission's established jurisdiction over false advertising 
which had been impaired by the Raladam decision was reestablished 
by the Wheeler-Lea amendments of 1938. These amendments wiped 
out the requirement of proof of injury to competition by making unlaw- 


1 258 U. S. 483 (1922) 889 (CCA-7; 1940) (drug); Parfums Corday, 

" These cases included: Federal Trade Inc. v. Federal Trade Commission, 120 F 
Commission v, Good Grape Co., 45 F. (2d) (2d) 808 (CCA-2; 1941) (cosmetic); Eta 
70 (CCA-6: 1930) (food): Federal Trad: blissements Rigaud, Inc. v. Federal Trade 
Commission v. Kay, 35 F. (2d) 160 (CCA-7; Commission, 125 F. (2d) 590 (CCA-2; 1942) 
1929), certiorari denied. 281 U. S. 764 (cosmetic); Fresh Grown Preserve Corp 
(drug): Federal Trade Commission v. Mor- ration, et al. v. Federal Trade Commission 
rissey, 47 F. (2d) 101 (CCA-7: 1931) (food): 125 F. (2d) 917 (CCA-2; 1942) (food): Hou 
Fioret Sales Co. v. Federal Trade Commis- bigant, Inc. v. Federal Trade Commission, 
sion, 100 F. (2d) 358 (CCA-2: 1939) (cos- 139 F. (2d) 1019 (CCA-2; 1944) (cosmetic): 
metic): Justin Haynes €& Co., Inc. wv Charles of the Ritz Distributors Corp. 1 
Federal Trade Commission, 105 F. (2d) 988 Federal Trade Commission, 143 F. (2d) 
(CCA-2; 1939), certiorari denied, 308 U. S 676 (CCA-2: 1944) (cosmetics). 
616 (drug): Dr. W. B. Caldwell, Inc. v Federal Trade Commission v. Raladam 
Federal Trade Commission, 111 F. (2d) Co., 283 U. S. 643 (1931) 
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ful ‘unfair or deceptive acts or practices.’ And, in the enactment of 
new Sections 12 through 16, Congress gave the Commission more effec- 
tive and necessary control over false advertisements of foods, drugs, 
and cosmetics. Thus, the consuming public who might be deceived 
by false advertising was made of equal concern, before the law, with 
the merchant or manufacturer injured by the unfair methods of a dis- 
honest competitor. By these amendments, Congress made it certain 
that it was the Commission's duty and responsibility to suppress false 
and misleading advertising of food, drugs, and cosmetics. 


During the 11 year period following the passage of the Wheeler- 
Lea amendments, the Commission has endeavored to carry out this 
mandate of Congress by utilizing funds and personnel provided for 
this work in such a manner as to afford honest business and the public 
the greatest possible degree of protection against the harmful effects 
of deception in any of its many and varied forms including false ad- 
vertising. Its Division of Radio and Periodical Advertising maintains 
a current check upon advertisements in newspapers, magazines, farm 
and trade journals, as well as in radio and television broadcasts. Hun- 
dreds of thousands of advertisements, including advertisements of food, 
drugs, and cosmetics, are examined and appraised each year. 


Among the procedures adopted by the Commission in an effort 
to expedite the handling of false advertising cases and other deceptive 
practice matters and to afford a maximum of protection to the public 
interest at a minimum expenditure of funds are its trade practice confer- 
ences and stipulations. Under the trade practice conference procedure, 
the Commission invites all members of an industry to attend a general 
conference for the consideration of unfair practices in the industry 
and propose rules for their elimination. Through the use of this pro- 
cedure, the Commission has been successful in eliminating false adver- 
tising and other unfair practices from 160 industries without resorting 
to adversary proceedings. Through its stipulation procedure, the Com- 
mission permits individual business concerns to enter into agreements 
with it, whereby they bind themselves to abandon the specific practices. 
and, thereupon, the file is closed, subject, of course, to reopening if 
conditions warrant. But the Commission does not grant the privilege of 
settling cases through trade practice conference or stipulation agree- 
ments to persons who have violated the law where such violations involve 
intent to defraud or mislead; or involve false advertisement of foods, 


Page 360 Food Drug Cosmetic Law Quarterly—September, 1949 

















drugs, devices, or cosmetics which are inherently dangerous or where in- 
jury is probable; nor will the privilege be granted where the Commission 
is of the opinion that such procedure will not be effective in preventing 
continued use of the unlawful methods, acts, or practices. 


In my opinion, these cooperative procedures, which have been briefly 
outlined, are effective and will continue to be increasingly effective in 
limiting the Commission's formal adversary proceedings to more im- 


portant and flagrant violations. 


In addition to these procedures, false advertisements of food, drugs, 
and cosmetics may be dealt with by the Commission in formal ad- 
versary proceedings by order to cease and desist, by application to the 
Federal courts for temporary injunction where the public interest re 
quires it, and by certification of the facts to the Attorney General with 
a view to criminal proceedings if use of the commodity advertised in 
accord with the advertisement might be injurious to health or if there is 


evidence of intent to defraud or mislead. 


The Commission does not institute proceedings in matters such as 
the labeling or branding of commodities where the subject matter of 
the questioned portion of the labeling or branding used is made, by 
specific legislation, a direct responsibility of another Federal agency. 
In proceedings involving false advertisements of food, drugs, or cos- 
metics, as defined in Section 15 of the Federal Trade Commission Act, 
account is taken of the labeling requirements of the Food and Drug 
Administration in any corrective action applied to the advertising. 


In the case of advertisements of food, drugs, cosmetics, or devices 
which are false because of failure to reveal facts material with respect 
to the consequences which may result from the use of the commodity, 
the Commission proceeds only when the resulting dangers may be seri- 
ous or the public health may be impaired, and, in such cases, requires 


that appropriate disclosure of the facts be made in the advertising. 


Evaluation of the Work of the Federal Trade Commission 


Milton Handler, Associate Professor of Law at Columbia Uni- 
versity and an outstanding scholar in the field of trade regulation, has 
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evaluated the Commission's work of suppressing false advertising in his 
statements that 


The Trade Commission has performed Yeoman service, and, while it has attempted 
to stem a seeming Niagara, with proper judicial support additional prodigies are not 
beyond possibility.” 

The condemnation of false advertising constitutes one of the signal achievements 
of the Commission . . . Despite the magnitude of the task, the Commission has 
made considerable progress in the elimination of false and misleading advertising. 
The fact that much still remains to be done does not detract from the importance of 
its achievement. . . . Though unhappily defective in some respects, the new 
(Wheeler-Lea) legislation, if sympathetically construed, should enable the Commission 
to elevate the standards of advertising practice ; 

[The End] 


DIVISION OFFICERS REELECTED 
Mr. Charles Wesley Dunn and Mr. James 


M. Best were reelected as chairman and secre- 
tary, respectively, of the Division on Food, 
Drug and Cosmetic Law, Section of Corpo- 
ration, Banking and Business Law, American 
Bar Association, at its annual meeting on 
September 7 in St. Louis, Missouri. 


‘39 Yale Law Journal 44 (1929) 
58 George Washington Law Review 399 
(1940) 
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Injunction Proceedings 
Under the Federal Food, Drug, and Cosmetic Act 


USE OF THE INJUNCTION CAN PREVENT THE INTRO 
DUCTION OF ADULTERATED OR MISBRANDED GOODS 
INTO INTERSTATE COMMERCE 


BY LESTER R. URETZ 





HE PRIMARY SANCTIONS of the Federal Food, Drug, and 

Cosmetic Act are criminal prosecutions, seizure, and injunction. 

Of the three, criminal prosecution and libel for condemnation 
proceedings were the traditional methods for judicial enforcement of 
Federal food and drug legislation. The need for an enforcement aid 
in situations where criminal prosecution or seizure had proven to be 
ineffective, or in some instances unnecessary, led to the adoption of the 
injunction provisions in the 1938 Act. This provision represented an 
innovation in enforcement proceedings, and it has played a significant, 
albeit small, role in the enforcement of the Act. 


Legislative History of Section 302 

Section 19 of Senate Bill 1944, when introduced in the Seventy- 
third Congress in 1933, declared repeated introduction of a misbranded 
or adulterated food, drug, or cosmetic into interstate commerce or 
repeated false advertising of any food, drug, or cosmetic to be a public 
nuisance and, in order to avoid a multiplicity of criminal proceedings, 
vested jurisdiction in the United States district courts to enjoin such 
nuisance. The section also provided that violations of an injunction 


* The views expressed in this paper are to represent the official position of the 
those of the writer, and are not intended Federal Security Agency 
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Attorney, Food and Drug Division 
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could be summarily tried and punished by the courts as a contempt. In 
the Senate hearings following the introduction of S. 1944, Mr. Campbell, 
then Chief of the Food and Drug Administration, stated: 


The next section, section 19, to my mind is one of the most important sections 
in the Act. It provides for the suppression of repetitious offenses. In the present 
circumstances there is no way by which that can be done effectively. If an article 
is misbranded or adulterated, the manufacturer can continue for a protracted period 
its production and shipment in interstate commerce because of the delay incident 
to the conclusion of a prosecution. Even though a conviction were obtained, it would 
be impossible to bring the matter at issue to a definite determination without the 
lapse of an inordinate period. This section by expediting action and suppressing 
continued offenses is for the more adequate protection of the public, and permits 
the consideration of the whole question on an equitable basis, because proceedings 
under it would be instituted in courts of equity.’ 

Sections substantially identical to Section 19 of S. 1944 appeared in all 
subsequent bills. 

Implicit in the many comments which accompanied the various 
injunction provisions is the two-fold objective of Section 302; it was 
designed to make enforcement of the Act more effective and to provide 
a method of procedure in those cases where criminal prosecution or 


seizure might be unfair to the manufacturer. 


Section 302 as Enacted 


Section 302(a) as enacted gives the district courts jurisdiction 
for cause shown to restrain violations of Section 301, paragraphs (a), 
(b), (c). (d), (g), (k), and (1), subject to the provisions of Section 
17 of the Clayton Act as amended (28 U. S. C. 381 (1934 Ed.)), 
which relate to notice to opposite parties. Paragraph (b) of Section 


'‘ Hearings before a subcommittee of the Seventy-third Congress, First and Second 
Senate Committee on Commerce on S, 1944, Sessions, p. 78 (1938). 
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302 provides that in case of violation of an injunction or restraining 
order issued under the section, which also constitutes a violation of 
the Act, trial shall be by the court or, upon demand of the accused, 
by a jury, to be conducted in accordance with the practice and pro- 
cedure set forth in Section 22 of the Clayton Act as amended (28 
U. S. C. 387 (1934 Ed.) ). 

Section 381 of Title 28 has been superseded by Rule 65(a) and 
(b) of the Rules of Civil Procedure and was repealed in 1948.? Sec- 
tion 387 of Title 28 was also repealed in 1948,*° having been superseded 
by Sections 401 and 3693 of New Title 18, and Rule 42(b) of the 
Rules of Criminal Procedure. The repeal of Section 387 of Title 28 
raises some interesting questions. Section 387 is incorporated by refer- 
ence into the Federal Food, Drug, and Cosmetic Act. It is the general 
rule that a statute of specific reference incorporates the provisions re- 
ferred to from the statute as of the time it was adopted without sub- 
sequent amendments,‘ and the repeal of the statute referred to will have 
no effect on the reference statute, unless the pertinent provision of the 
reference statute is repealed by implication with the referred statute.° 
This is so because when a statute incorporates by reference specific sec- 
tions of another statute, those sections are taken as though written into 
the reference statute." 

If this rule is deemed applicable to Section 302(b) of the Federal 
Food, Drug, and Cosmetic Act, then Section 387 of Title 28 as it 
appeared in the 1934 edition of the Code still governs contempt pro- 
ceedings under the Act along with Rule 42 of the Rules of Criminal 
Procedure.’ 

Background of the Statutory Injunction 

The statutory injunction as a means of enforcing Federal legisla- 

tion has come into vogue within the past 15 years.* The Sherman Act,” 


228 U.S. C. 39 (1948) 

28 U.S. C. 39 (1948) 

4 Kendall v. United States ex rel. Stokes, 
37 U. S. 524 (1838); 2 Sutherland, Statu- 
tory Construction § 5208 (3rd Ed. 1943). 

5 In re Heath, 144 U. S. 92 (1892) 

* Engel v. Davenport, 271 U. S. 33 (1926) 

*If it be assumed that Section 387 was 
impliedly repealed as incorporated into the 
Federal Food, Drug, and Cosmetic Act 
and the whole of Sections 401 and 3691 of 
New Title 18 substituted therefor, the re- 
sult would be that Rule 42 (b) alone would 
govern contempt proceedings, since the last 
paragraphs of Sections 401 and 3691 of 
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New Title 18 provide that the sections shall 
not apply to ‘‘contempts committed in dis- 
obedience of any lawful writ, process, or- 
der, rule, decree, or command entered in 
any suit or action brought or prosecuted 
in the name of, or on behalf of, the United 
States."" However, if it is assumed that 
only those provisions of Sections 402 and 
3691 which were taken from Section 387 
of Title 28 apply, little change would be 
wrought by the repeal of Section 387. 

§’ For an excellent comment on the gen- 
eral subject of statutory injunctions see 
57 Yale Law Review 1023 (1948) 

®15 U.S.C. 1-7 
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the Clayton Act,'® and the National Prohibition Act '' conferred jur- 
isdiction on district courts to restrain violations of some of their provi- 
sions, but it was not until the advent of the “New Deal” that the 
statutory injunction became readily available. ‘Today, there is hardly 
an agency which does not have this weapon of enforcement available. 
Provisions expressly authorizing injunction proceedings appear in such 
diverse legislation as the Agricultural Adjustment Act,’* Fair Labor 
Standards Act,'* Investment Company Act of 1940,'* Motor Carriers 
Act,’® Packers and Stockyards Act,'® Securities Exchange Act of 1934," 
Tennessee Valley Authority Act,’* Trade Commission Act,'* Emergency 
Price Control Act,*° and a host of others.*' 


Historically, equity will act to prevent irreparable injury to rights 
of property, even though the threatened conduct is also a crime. Under 
this theory, the courts have permitted the government to enjoin public 
nuisances. “Public nuisance” being a fluid term, it was not long before 
courts of equity began to restrain a large variety of acts which ad- 
versely affected the maintenance of the public health, morals, safety, 
and welfare.*? The concept of public nuisance was further expanded 
by the passage of Federal and state laws which extended equity iuris- 
diction to altogether new forms of nuisances. Legislative provisions 
for injunctive enforcement of public health measures, anti-trust laws, 
corporate laws, zoning laws, and so on appeared. Many of these laws 
are couched in terms of public nuisance, and it has been said that such 
statutes add nothing to equity's jurisdiction.** However, the statutory 
injunction does free the courts from many of the limitations of equitable 
relief. Liberated, as it were, from most of the strictures of the traditional 
injunction, the statutory injunction has become a most useful enforcement 
weapon. 

Constitutional Aspects of Section 302 


The validity of Section 302 has not been challenged. Indeed, the 
history of decisions under similar provisions in other acts indicates 


0°15 U. S.C. 2, *t Agricultural Marketing Act, 12 U. S.C 
™ 41 Stat. 305, 314 1141; Interstate Transportation of Petro- 
27U.S. C. 623 (a) leum Products Act of 1935, 15 U. S. C. 715i 
829 U. S.C. 217 Power Act, 16 U. S. C. 825m (a); Invest- 
415 U.S. C. 80 (a) (b) ment Advisers Act of 1940, 15 I ss ¢ 
4% 49 U. S. C. 322 (b) 80 (b) This list is not exhaustive 
67U.S. C. 194 (c), 216, 217 2 See Caldwell, ‘‘Injunctions Against 
715 U. S. C. 78 (u) Crime,”’ 26 Illinois Law Review 259 (1931) 
16 U.S. C. 83l1ly-1 Grossman v. United States, 280 Fed 
»15U.Ss8.C. 3 683 (CCA-7; 1922) 

"50 U. S.C. App. 925 (a) 
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that the section raises no serious constitutional questions. The specific 
attack that has been quite generally directed against statutory injunc- 
tions is that they violate the constitutional guarantee of a jury trial. This 
contention has met with very little success. The courts have held that 
proceedings under such statutes are not criminal proceedings. The 
right of trial by jury which is guaranteed by the Constitution is the 
right as it existed at common law, and, since there was no right to a jury 
trial in equitable proceedings under the common law, there can be no 
violation of the constitutional guarantee in not providing a jury trial 
under a statute which empowers equity to enjoin criminal acts which 
invade interests of the public.** 


Undoubtedly, there is a constitutional limit to legislative action 
authorizing courts to enjoin criminal acts. Statutory injunctions, to be 
valid, must be premised on the fact that the conduct restrained would 
adversely affect the public welfare. In an act such as the Federal Food, 
Drug, and Cosmetic Act, which is so intimately tied up with the health 
of the nation and in which the injunction provision was intended to 
confer a protective jurisdiction on the courts, it would seem that the 
test of validity is met. 

One salutary feature of Section 302 is that it gives one accused 
of violating an injunction the same right to a jury trial that he would 
have were he being tried criminally for the conduct which resulted in 
the violation of the injunction. Statutory injunctions have been fre- 
quently criticized in the past because they do not provide for a jury 
trial in contempt proceedings.*” The neat distinctions that courts have 
made between punishment for criminal contempt and punishment for 
the crime constituting the contempt have not been appreciated by those 
who have been convicted of contempt.”° The validity of a statute which 
calls for a jury tried criminal contempt in cases where a statutory in- 
junction is violated has been attacked as an unconstitutional invasion 
of the powers of the court. In Michaelson v. United States,*" Section 22 
of the Clayton Act was so attacked and held to be valid. 


** Mugler v. Kansas, 123 U. S. 623 (1887) gretted that the defendants, and particu- 

* Frankfurter and Greene, ‘‘Labor In larly the coal miners of Southeastern 
junctions and Federal Legislation,’’ 42 Har Kansas, many of whom are foreigners and 
vard Law Review 766 (1929) not familiar with our legal institutions, 

*In State v. Howat, 109 Kan. 376, 198 have not had this subject made clear to 
P,. 686, (1921), the court, after holding a them It would not be possible to 
number of miners guilty of contempt for make the matter plain, to their untrained 
violating an order enjoining them from minds : 
calling a strike, said “It is to be re- 7 266 U. S. 42 (1924) 
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Showing Required Under Section 302 


It has been stated that statutory injunctions do not add to equity's 
jurisdiction. Be that as it may, the statutory injunction has freed the 
courts from many of the limitations of equitable relief. Thus, a showing 
of irreparable injury or lack of an adequate remedy at law is not neces- 
sary when invoking the aid of Section 302.** However, the statutory 
injunction is not completely divorced from its equitable counterpart. 
Before an injunction will be granted, there must be some indication of 
possible future violation, since the purpose of an injunction is to prevent 
a course of conduct and not to punish the accused for past infractions.*” 
Section 302 by its terms is not mandatory. The words ‘for cause shown’ 
give the district court discretion to grant or withhold injunctive relief, 
but it is the duty of the court to exercise its discretion in determining 
whether an injunction should issue on the facts presented.*° 


The Supreme Court, in The Hecht Co. v. Bowles,*' was called upon 
to determine whether or not a provision of the Emergency Price Control 
Act requiring that a permanent or temporary injunction, restraining 
order, or other order “shall be granted upon application of the Price 
Administrator against violations of price regulations’ mandatorily re- 
quired issuance of an injunction. The court held that this provision was 
not mandatory, stating that if Congress had intended such a drastic 
departure from the traditions of equity practice, Congress would have 
said so unequivocally. The decision leaves unanswered the question 
of whether such a departure would be constitutional. 


There are no satisfactory criteria for determining when a judge 
will consider an injunction unnecessary. Promptness with which vio- 
lations were discontinued, reputation of the accused, promise to comply, 
and probability of future violation all play a part in the determination. 
Under the Federal Food, Drug, and Cosmetic Act, a showing of good 
faith or the discontinuance of past violations will not, of themselves, 
prevent an injunction from issuing. The government, in L/nited States 
v. Lazere,** asked for a temporary injunction to restrain the defendant 
from shipping adulterated bakery products in interstate commerce. The 


** United States v. Adler’s Creamery Inc., Food Drug Cosmetic Law Reports % 7048] 
(DC N. Y., 1946): see also 8. BE. Cy v. ° Walling v. Mid-Continent Pipe Line 
Jones, 85 F. (2d) 17 (CCA-2; 1936), cer- Co., 143 F. (2d) 308 (CCA-10; 1944); Len- 
tiorari denied 299 U. S. 581 (1936) and root v. Kemp, 153 F. (2d) 153 (CCA-5; 
American Fruit Growers, Inc. v. United 1946). 
States, 105 F. (2d) 722 (CCA-9; 1939). 4 321 U. S. 321 (1944) 

* Hygrade Food Products Corp. v. United 256 F. Supp. 730 (DC Ia., 1944) 
States, 160 F. (2d) 819 (CCA-8; 1947) [CCH 
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defendant contended that he should not be enjoined from shipping his 
bakery products because he was doing the best he could to clean up 
the bakery. The court stated: 

While the situation in which the defendant finds himself can be sympathetically 

understood, yet it would not be good law or good sense to permit a person to put 
filthy food substances into interstate commerce, or to permit a person to prepare food 
for such purpose under insanitary conditions. The Federal Food, Drug, and Cosmetic 
Act does not provide that parties shall avoid doing such things if it is possible, it 
provides that it shal! not be done at all. A party who cannot prepare proper food 
products under sanitary conditions must cease putting such products into interstate 
commerce. 
To the same effect is United States v. Swift & Co.,** wherein the de- 
fendant was enjoined from shipping adulterated butter in interstate com- 
merce manufactured in its Macon, Georgia, plant, notwithstanding that 
its plant was sanitary and the company had made every effort to pur- 
chase clean cream. The court concluded that despite the effort of the 
defendant to procure pure cream, the improvement shown in the quality 
of cream produced in Georgia, and of the butter manufactured by 
defendant at the Macon plant, an injunction should issue, since, under 
the conditions then existing in the Georgia cream industry, further 
adulterations could not adequately be prevented by the defendant. 

A somewhat startling example of the proposition that mere cessa- 
tion of illegal conduct will not prevent an injunction from being granted 
is found in United States v. Paddock.*® In that case, an injunction 
proceeding was brought against the defendant to restrain him from 
shipping certain misbranded drugs in interstate commerce. After the 
trial, but before a decision was rendered, the defendant died. The court 
held that the government was entitled to a judgment at the time the 
case was tried, and entered a decree nunc pro tunc as of the date the 
case was submitted. Evidently, the court felt that such a decree would 
deter anyone who succeeded to the defendant's business. 


The Scope of Injunctions Granted Under Section 302 
The scope of injunctions that may be granted under Section 302 
is largely within the discretion of the trial court. The Supreme Court 
has stated that the acts to be enjoined must be ‘‘of the same type or 
class as unlawful acts which the court has found to have been committed 
or whose commission in the future, unless enjoined, may fairly be 


"56 F. Supp. 732 (DC Ia., 1944) ’67 F. Supp. 819 (DC Mo., 1946) [CCH 
*53 F. Supp. 1018 (DC Ga., 1943) Food Drug Cosmetic Law Reports  % 7026] 
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anticipated from the defendant's conduct in the past.” ** This amounts 
to no more than a restatement of the usual criteria employed by courts 
of equity. 


There has been only one decision dealing with the scope of an 
injunction issued under the Federal Food, Drug, and Cosmetic Act. 
The Circuit Court of Appeals in Hygrade Food Products Corporation 
v. United States,** modified a decree of the lower court which they 
considered to be too broad in scope. The district court enjoined the 
defendant from shipping any of its products manufactured at its Man- 
chester, lowa, plant in interstate commerce. The decree further ordered 
that the defendant could not move to modify the injunction until it had 
been in force for two years. 


The facts of the case are similar to those in the Swift case. The 
defendant was a processor of cheese and cheese-products, some of which 
products he shipped in interstate commerce. Largely as a result of the 
wartime shortage of help, filthy milk became a serious problem in the 
area of defendant's plant. The defendant, in addition to improving its 
plant sanitation, had endeavored to educate the milk producers to furnish 
a better grade of milk and had tried to be selective in its purchases. 
But the district court found that, because of competitive conditions, the 
pressure on defendant to accept filthy milk was such that defendant could 
not resist it and that defendant would not be able to refrain from using 
adulterated milk, unless there occurred a very substantial change in 
the entire background of dairy cleanliness in the area served by de 
fendant's plant. 


The Court of Appeals held that the injunction decree should have 
been made ambulatory and limited to prohibiting the shipment in inter 
state commerce of adulterated products manufactured at the plant 
rather than all products. 


It is submitted that the decision of the Court of Appeals is un- 
realistic. As a practical matter, and the district court so found, the 
defendant would continue to use adulterated milk in processing its 
cheese. Since all of the milk coming into the plant would be admixed. 
the cheese made therefrom would be adulterated, and consequently, 
defendant could not ship unadulterated cheese products in interstate 
commerce. Furthermore, the trial court, under its general equity powers. 





%* N. L. R. B. v. Express Publishing Co., 7160 F. (2d) 816 (CCA-8: 1947) [CCH 
312 U. S. 426, 435 (1940) Food Drug Cosmetic Law Reports % 7048] 
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should be able to prohibit acts which very probably would violate the 
statute. 


Closely related to the problem of scope is that of specificity. Rule 
65(d) of the Federal Rules of Civil Procedure provides that every 
order granting an injunction shall set forth the reasons for its issuance, 
be specific in terms, describe in reasonable detail the act or acts sought 
to be restrained, ‘and is binding only upon the parties to the action 
their officers, agents, servants, employees and attorneys; and upon those 
persons in active concert or participation with them who receive actual 
notice of the order by personal service or otherwise.’ In L/nited States 
v. Dean Rubber Co.,** the government filed an information which sought 
to charge all of the partners of defendant company with contempt. A 
permanent injunction had been entered against the Dean Rubber Com- 
pany, a corporation. Subsequently, the assets of the corporation were 
transferred to the partnership for income tax reasons. The government 
alleged that at the time the assets were transferred to the partnership, 
all of the partners had actual knowledge of the contents of the injunction 
order. The information, however, did not allege in what manner the 
defendants acted in concert or participation with the corporate defendant 


in violating the injunction. 


The court, in dismissing the information, held that if the individuals 
named in the amended information were guilty of violating the injunction 
decree, they would be contemnors, and the information must allege a 
“privity between the defendant and the individuals. The court then 
went on to say that it doubted whether an assignment alone would be 
sufficient to bind the assignee by an injunction decree and that the facts 
showing the privity between the original parties to the suit and the as- 
signee should be alleged so that the information would show a mutual or 
successive relationship to the subject matter of the injunction decree. 


Contempt Proceedings for Violation of an Injunction 
Granted Under Section 302 


Compliance with the terms of injunctions issued under Section 302 
has been good. Less than 15 contempt proceedings have been instituted. 
and only two noteworthy decisions dealing with contempt proceedings 


under Section 302(b) have been handed down. 


*71 F. Supp. 96 (DC Mo., 1946) 


Injunction Proceedings Page 371 








After amending the information which had been held inadequate 
in United States v. Dean Rubber Co.,*° contempt proceedings against 
the contemnors were prosecuted based upon violations of the injunction 
by the distribution of defective prophylactics in interstate commerce. 
The contemnors moved to dismiss the information on the ground that 
the violations charged, having occurred more than one year before the 
filing of the information, were barred by the one year limitation con- 
tained in Section 25 of the Clayton Act.*° They contended that Section 
302(b) of the Federal Food, Drug, and Cosmetic Act, by incorporating 
Section 22 of the Clayton Act, incorporated all other sections of the 
Clayton Act relating to contempt proceedings. 

The court held that Section 302(b) did not place contempt pro- 
ceedings for violation of injunctions procured under the Federal Food, 
Drug, and. Cosmetic Act within the purview of all of the provisions of 
the Clayton Act, but that only the procedural provisions of Section 22 
were incorporated. Thus, the one year limitation contained in Section 
25 of the Clayton Act did not apply, and contempt proceedings for 
violation of the injunction granted under the Federal Food, Drug, and 
Cosmetic Act were governed by the general three year statute of limi- 
tation contained in the Criminal Code. The decision pointed out the 
logical fallacy in contemnors’ argument, for if all of the provisions of 
the Clayton Act relating to contempt proceedings were read into the 
Federal Food, Drug, and Cosmetic Act, they would be read right out 
again by Section 24 of the Clayton Act which exempts all contempts 
prosecuted in the name of, or on behalf of, the United States from the 
provisions of the Clayton Act. 

This decision is particularly interesting in the light of the fact 
that New Title 18, Sections 402 and 3691, combines Sections 22 and 24 
of the Clayton Act into one section. Assuming that Sections 402 and 
3691 now govern contempt proceedings under Section 302(b) of the 
Federal Food, Drug, and Cosmetic Act, only the practice and procedure 
prescribed in Sections 402 and 3691 would be applicable. 

A judgment recently rendered by the Court of Appeals for the 
Ninth Circuit in Colusa Remedy Co. v. United States," settles a trouble- 
some question which has arisen in connection with contempt proceedings 
under Section 302(b). The appeliants had, for a number of years, 
marketed a preparation consisting of crude mineral oil which they recom- 


72 F. Supp. 819 (DC Mo., 1947) [CCH “_ F, (2d) — (CA-9: 1949) [CCH Food 
Food Drug Cosmetic Law Reports © 7061] Drug Cosmetic Law Reports  % 7127] 
#28 U.S. C. 390 (1934) 
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mended in the treatment of various skin diseases. After several seizures 
had been made on the basis of false and misleading labeling claims, the 
appellants abandoned direct claims on the labeling, but continued to 
advertise the products in newspapers as being efficacious in the treat- 
ment of specified skin disorders. In 1947, a permanent injunction was 
granted restraining the appellants from shipping the drugs in interstate 
commerce without a label containing adequate directions for their use 
in the treatment of all conditions for which they were prescribed, recom- 
mended, and suggested in the advertising material. Appellants then 
devised a label which mentioned four skin disorders for which the 
products were intended, but continued to advertise by newspaper that 
the drugs would benefit other ailments as well. Contempt proceedings 
were brought by the government for violating the terms of the injunc- 
tion, and the appellants were found guilty. 

On appeal, it was urged, among other things, that the government 
had not alleged willful disobedience of the injunction decree. Appellants 
argued that willfulness is a statutory element of the offense, relying 
on Section 21 of the Clayton Act to support their position. The court 
dismissed this contention as being ‘unworthy of specific attention” and 
affirmed the judgment of the lower court. 

Had the court held that it was necessary to allege willfulness in 
contempt proceedings under Section 302(b), it would have created an 
anomaly. An act which would constitute a violation of an injunction 
would also be a violation of the Federal, Food, Drug, and Cosmetic 
Act for which criminal prosecution could be had without a showing of 
willfulness, of ‘‘a criminal intent.’ Thus, the government would be re- 
quired to adduce a greater quantum of proof if they brought an action 
for contempt rather than a criminal prosecution, although the misconduct 
involved was the same. Furthermore,.the courts have held that good 
faith or a willingness to comply will not prevent an injunction from being 
granted under the Federal Food, Drug, and Cosmetic Act. To inject 
the element of willfulness into contempt proceedings for violation of the 
injunction would be to say that “‘good faith will not prevent an injunc- 
tion from issuing but will save you harmless if you violate the injunc- 
tion.” It is doubtful that Congress intended such a result. 


Enforcement by Injunction 
In the period from July 1, 1938, to June 30, 1948, 153 injunction 
proceedings were instituted under the law. Compared with the 19,348 
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seizures and 3051 criminal prosecutions instituted in the same period, 
this number is small.*? A breakdown of the injunction figures reveals 
that 30 injunctions were granted to prevent the shipment in interstate 
commerce of dairy products which were adulterated with assorted filth 
and manufactured under extremely insanitary conditions. Fourteen in- 
junctions were granted to prevent the shipment of filthy bakery products 
produced in insanitary bakeries. The rapid distribution and deterioration 
of bakery goods usually preclude seizure action, so that criminal prose- 
cution and injunction are the usual modes of procedure. Nine injunctions 
were issued to prohibit the shipment in interstate commerce of filthy 
candy produced in insanitary manufactories. Six injunctions were 
granted to restrain the shipment or sale in interstate commerce of crab- 
meat packed in deplorably insanitary plants; five to restrain the shipment 
of adulterated flour and corn meal and three to restrain the shipment 
of adulterated alimentary pastes. 

A number of injunctions have been granted against misbranded or 
adulterated drugs. Dangerous abortifacients, reducing remedies, vita- 
mins, cure-alls, etc. have been taken off the market, as well as such 
devices as the Magnetic Ray and Farmer Brown's famous “Magic Cell.” 
The remaining injunctions deal with a miscellaneous group of violations 
running from misbranded animal feed through adulterated vinegar. 

In some situations, the injunction provides a more effective method 
of enforcement than seizure or criminal prosecution. It usually will be 
considered more promptly and is not subject to the vicissitudes of trial 
by jury. It can prevent the introduction of adulterated or misbranded 
goods into interstate commerce, whereas seizure can be brought only 
after the goods have entered the channels of interstate commerce. It 
has proven effective where seizures have not, as in cases where perishable 
commodities are rapidly distributed to nearby interstate points. Its 
gravest defect is that it requires constant policing by the Food and Drug 
Administration to assure compliance with the terms of the decree, and 
proper supervision is difficult when an agency operates with limited 
personnel. One wonders why fear of violating an injunction should 
instill more respect than does fear of an initial criminal violation prosecu- 
tion. Perhaps, as one commentator has put it,** the injunction is a more 
effective means of controlling the defendant's actions than is the language 
of a statute addressed to the public generally because he knows that 
the eyes of the state are watching him. [The End] 





*2 Annual Report of the Federal Security * Caldwell, ‘‘Injunctions Against Crime,”’ 
Agency, Food and Drug Administration, 26 Illinois Law Review 259 (1931). 


p. 531 (1948). 
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State Food Standards 


THE FOOD STANDARD LAWS OF THE TWENTY-ONE STATES WHICH 
HAVE ENACTED LAWS BASED UPON THE FEDERAL FOOD, DRUG, AND 
COSMETIC ACT ARE HEREIN REVIEWED ' 


BY FRANKLIN M, DEPEW* 





T PROBABLY CAN be accepted as a truism that the manufac- 
turers and distributors of food products are in agreement that 
uniformity of the laws regulating their conduct is desirable. The 

removal of possible conflicts in the food laws of the various states would 
end much unnecessary litigation and do away with enforcement activi- 
ties in respect of requirements peculiar to an individual state. These 
activities undoubtedly consume a great deal of the time of represen- 
tatives of the various states and of the food industries. In addition, 
such uniformity would do away with the expense of special labels 
and special ingredients, and in other ways would afford savings to 
both the manufacturer and consumer. The desirability of uniform food 
laws was recently reviewed in the Quarterly by Mr. Ralph P. Schipa 
(3 Food Drug Cosmetic Law Quarterly (1948) 518). Under the cir- 
cumstances, it seemed to the writer that it might be advantageous to re- 
view the food standards which have been adopted by the 21 states which 
have enacted so-called “‘uniform” acts modeled after the Federal Food, 
Drug, and Cosmetic Act to determine whether or not uniformity has 
resulted in respect of standards in these 21 states. 








* Mr. Depew is familiar to our readers as 
the author of “Notes and Comment.’”’ 
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Model State Law 


Before proceeding with an examination of the situation in each 
of these states, attention is directed to the fact that two years after 
the Federal Food, Drug, and Cosmetic Act of 1938 was adopted, a 
convention of the Association of Food and Drug Officials of the United 
States was held in New Orleans, Louisiana, at which time a proposed 
“Uniform State Food, Drug and Cosmetic Bill" was approved and 
endorsed. This model state law provides, in Section 9, for the issuance 
of regulations fixing and establishing standards. Section 9 reads 
as follows: 

Sec. 9. Whenever in the judgment of the . . .* such action will promote honesty 
and fair dealing in the interest of consumers, the * shall promulgate regulations 
fixing and establishing for any food or class of food a reasonable definition and stand- 
ard of identity, and/or reasonable standard of quality and/or fill of container. In 
prescribing a definition and standard of identity for any food or class of food in 
which optional ingredients are permitted, the . . .* shall, for the purpose of 
promoting honesty and fair dealing in the interest of consumers, designate the optional 
ingredients which shall be named on the label. The definitions and standards so 
promulgated shall conform so far as practicable to the definitions and standards 
promulgated under authority of the Federal Act. 


* Insert proper designation of State Officer, Board, Department, etc. 


It will be noted that the last sentence of this section provides that the 
standards promulgated shall conform ‘‘so far as practicable’’ to the 
definitions and standards promulgated under authority of the Federal 
act. Thus, the state officer, board, or department charged with enforce- 
ment of a law similar to the model state law can exercise wide discretion 
as to whether or not it is practicable for the state standard to conform 
to the Federal standard. 


Adoption of Federal Standards Mandatory 


Several states, in adopting so-called “uniform” acts, have gone 
farther than this in their requirements with respect to conformance with 
the Federal standard. These states ate Indiana, Missouri, New Jersey, 
Utah, Vermont, and Wyoming. In these. states, the laws provide in 
substance that whenever any Federal standard is issued, the state 
official, board, or department shall promptly adopt the Federal standard. 
In addition, some of them provide that if a food meets the requirements 
of the Federal law, it shall be considered as being in compliance with 
the state law. It thus can be accepted that the standards in these six 
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states, subjecf to minor exceptions in Utah which will be discussed later, 
are uniform with the standards which have been adopted by the Federal 
Security Agency. An examination of the provisions of the laws of 
these six states with respect to standards shows that they contain the 


following provisions: 
Indiana 


In Indiana, paragraphs (b) and (c) of Section 1901 of the Uniform 
Indiana Food, Drug and Cosmetic Act provide as follows: 


Sec. 1901. This article is intended to enact State legislation 

(b) Which is uniform, as provided in this article, with the Federal Food, Drug 
and Cosmetic Act; and with the Federal Trade Commission Act, to the extent it 
expressly outlaws the false advertisement of food, drugs, devices, and cosmetics; and 

(c) Which thus promotes uniformity of such laws and their administration and 
enforcement, in and throughout the United States. 


The section which provides for definitions and standards of foods is 
Section 1950 of the Act, and this section reads as follows: 


Sec. 1950. Whenever any definitions or standard of identity, quality or fill 
of container for any food or class of food are promulgated under authority of the 
Federal Act or the Federal Meat Inspection Act of 1907, as amended, the state board 
shall promptly promulgate said definitions and standards for Indiana. Whenever, with 
regard to any other food or class of food, the state board shall find that such action 
will promote honesty and fair dealing in the interest of consumers, the state board 
shall promulgate regulations fixing and establishing for any such food or class of 
food a reasonable definition and standard of identity, and a reasonable standard of 
quality and fill of container. In prescribing a definition and standard of identity 
for any..such food or class of food in which optional ingredients are permitted, the 
state board shall, for the purpose of promoting honesty and fair dealing in the interest 
of consumers, designate the optional ingredients which shall be named on the label. 


Missouri 


In Missouri, the law with respect to standards is found in Sec- 
tion 9864 of the Missouri Food, Drug, and Cosmetic Act, which 


reads as follows: 


Sec. 9864. In no event shall the state board of health prescribe or promulgate 
any regulation fixing or establishing any definitions or standards which are more 
rigid or more stringent than those prescribed by the Federal Act applying to any 
commodity covered by this Act and if any product or commodity covered by this Act 
shall comply with the definitions and standards prescribed by the Federal Act for such 
product or commodity, such product or commodity shall be deemed in all respects 
to comply with this Act. 
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New Jersey 


In New Jersey, the provisions governing the adoption of Federal 
standards are not quite as clear-cut on this point ‘as they might be, 
although it seems to be a reasonable interpretation that the Federal 
standards are to be adopted. The sections covering standards are 


as follows: 


Sec. 24:1-4 No food, drug, device, or cosmetic, which is established to the 
satisfaction of the State Department to be subject to, and to comply with, regulations 
promulgated under the Federal Act shall be deemed to be in violation of this subtitle 
because of its failure to comply with the regulations promulgated hereunder, insofar 
as the same are in conflict with the regulations under the Federal Act. 


Sec. 24:2-1 The State Department shall execute and enforce the provisions of 
this subtitle and make and publish all necessary rules and regulations providing 
for the enforcement and carrying into effect of any provisions of this subtitle and 
for the government of its officers and employees. The State Department is hereby 
authorized to adopt, insofar as applicable, the regulations from time to time promul- 
gated by the Secretary of Agriculture of the United States under the Federal Act. 


Sec. 24:6-1 If the definition or standard of identity, purity, quality, or strength 
of a particular food, drug, cosmetic or device has not been fixed by any law of this 
State, but such definition or standard has been or may hereafter be established and 
published by the Secretary of Agriculture of the United States, and State Board of 
Health may adopt by resolution duly passed at a regular meeting of the board the 
definition or standard so established and published. 

If such definition or standard shall be changed at any time by the Secretary 
of Agriculture of the United States, after the adoption of the resolution, it shall not 
continue in effect in this State after such change has become operative. 


Utah 


The section governing this point in Utah is found in Title 3, Chap- 
ter 10, Section 4, of the Utah Code Annotated. The section reads 
as follows: 

3-10-4. Standards of Foods and Drinks. The standards of quality, purity and 
strength for foods, liquors and drinks that have been or may be adopted by the 
United States Department of Agriculture are hereby declared to be the standards 
of purity, quality and strength for foods, liquors and drinks in this State, except 
where otherwise specified. 

It will be noted that this law provides that the Federal standards are 
to be adopted in the state except where otherwise specified. It would 
seem a reasonable interpretation of this section that the different specifi- 
cation should be found in the law rather than in any regulations that 
might be issued by the Utah State Board of Agriculture. The law 
provides for standards for baking powder, milk, cream, butter, cheese, 
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and vinegar but does not contain any provisions which would seem to 
authorize the general adoption of food standards, other than the Federal 
standards, by the State Board. There are, however, separate provisions 
enabling the State Board to establish standards for meat and poultry 
products. It can reasonably be concluded that the Federal standards 
are adopted in Utah, with the foregoing limitations. 


Vermont 


In Vermont, the provision covering standards is found in Sec- 
tion 5347 of the Vermont Pure Food and Drugs Act. This section 


reads as follows: 


Sec. 5347. The standards of purity for food products, except as otherwise pro 
vided, shall be those adopted and now in use by the United States food and drug 
administration as authorized by acts of Congress approved June 25, 1938, April 3, 
1939, and June 23, 1939, and such standards as may hereafter be adopted or pro- 
mulgated by such authority. A person shall not sell or offer for sale food products 
that do not conform to such standards, after having received notice from the state 
board of health forbidding the same; provided however, that food products failing 
to conform to such standards, if correctly and accurately labeled, may be sold when 
such sale does not conflict with the provisions of this chapter. A person who violates 
a provision of this section shall be imprisoned not more than six months, or fined 
not more than one hundred dollars nor less than five dollars, or both 


The Vermont Department of Public Health has supplemented this sec 
tion of the law by a general rule and regulation adopted on February 
11, 1944. This general rule reads as follows: 

The Vermont Food and Drug Laws have been amended so that the standards 
of purity for food products are those of the Federal Food, Drug and Cosmetic Acts 
of June 25, 1938; April 3, 1939 and June 23, 1939 

The rules and requlations necessary to facilitate the enforcement of the provisions 
of the Vermont Pure Food and Drug Law, as authorized by Section 5358 of the 
General Laws, are and shall be those adopted from time to time by the Food and 
Drug Administration of the Federal Security Agency 

Inasmuch as these regulations are voluminous and will be added to from time 


to time, it is impracticable to publish them. Any questions regarding such regulations 
should be referred to the office of the State Board of Health, Burlington 


W yoming 
In Wyoming, the adoption of standards is governed by Sec- 
tion 46-119, Chapter 46, Article 1, of Compiled Statutes of 1945. This 
section reads as follows: 


46-119 Rules and Regulations. The Commissioner of Agriculture, in executing 
the provisions of all laws which come under his jurisdiction shall accept such of the 
rules and regulations of the United States department of agriculture as he may 
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deem necessary and adopt the standards of purity for foods as laid down by the 
United States Department of Agriculture, also make, promulgate and enforce such 
other rules and regulations as may seem necessary and proper to a prompt and effec- 
tive enforcement of the laws. 


Adoption of Federal Standards Discretionary 


In Arkansas, the section governing the issuance of standards is 
ment of the food laws have some discretion in determining whether or 
not standards shall be adopted by the state, and, if adopted, whether 
or not they shall conform to the standards issued under the authority 
of the Federal Act. We will now explore the manner in which this 
discretion has been exercised by the various officials of these states. 


Arkansas 


In Arkansas, the section governing the issuance of standards is 
Section 6009 of the Arkansas Foods and Drugs Act. This section 
reads as follows: 

Sec. 6009. The authority to promulgate regulations for the efficient enfor 
ment of this Act is hereby vested in the State Board of Health. The State Board 
of Health is hereby authorized (1) to adopt, in so far as practicable, the regulations 


~ 


from time to time promulgated under the Federal Food and Drug Act: and (2) to 
make the regulations promulgated under this Act conform in so far bl 
with those promulgated under the Federal Act. 


Rules 9 and 10 of Section 3B, Chapter II, of the Rules and Regulations 
pertaining to Foods and Drugs issued by the Arkansas State Board 
of Health pursuant to the provisions of the Arkansas Foods and Drugs 
Act provide for the automatic adoption of Federal food standards in 
Arkansas. These Rules read as follows: 


iS practicapie 


9. If it purports to be or is represented as a food for which a definition and 
standard of identity has been prescribed by the Secretary of the U. S. Department 
of Agriculture unless (1) it conforms to such definition and standard, and (2) its 
label bears the name of the food specified in the definition and standard, and, insofar 
as may be required, the common names of optional ingredients (other than spices 
flavoring, and coloring) present in such food. 

10. If it purports to be or is represented as— 

(a) A food for which a standard of quality has been prescribed by the Secre- 
tary of the U. S. Department of Agriculture, and its quality falls below such standard, 
unless its label bears, in such manner and form as such regulations specify, a state- 
ment that it falls below such standard. 

(b) A food for which a standard or standards of fill of containers have been 
prescribed by the Secretary of the U. S. Department of Agriculture, and it falls 
below the standard of fill of container applicable thereto, unless its label bears, in 
such manner and form as such regulations specify, a statement that it falls below 
such standard. 
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California 


The California law on this subject is found in Sections 26540-26542 
of the Health and Safety Code of that state. These sections provide 
at some length that the standards prescribed shall not require higher 
standards and shall not be more restrictive than the definitions and 
standards which are in force or promulgated by the Federal Security 
Agency, Food and Drug Administration, under the provisions of the 
Federal act. These sections read as follows: 


26540. Whenever in the judgment of the board such action will promote honesty 
and fair dealing in the interest of consumers, the board may promulgate regulations 
establishing for any food or class of food a reasonable definition and standard of 
identity, or reasonable standard of quality or fill of container. 


No standard of identity or fill of container shall be established for beer as defined 
in the Alcoholic Beverage Control Act. No definition and standard of identity, and 
no standard of quality shall be established for fresh or dried fruits, fresh or dried 
vegetables, or butter, except that definitions and standards of identity may be estab- 
lished for avocados, cantaloupes, citrus fruits, and melons. In prescribing any stand- 
ard of fill of container, the board shall give due consideration to the natural shrinkage 
in storage and in transit of fresh natural food and to need for the necessary packing 
and protective material. In the prescribing of any standard of quality for any canned 
fruit or canned vegetable, consideration shall be given and due allowance made for 
the differing characteristics of the several varieties of such fruit or vegetable. Any 
definition and standard of identity prescribed by the board for avocados, cantaloupes, 
citrus fruits, or melons shall relate only to maturity and to the effects of freezing 


— 
26541. In prescribing a definition and standard of identity for any food or class 


of food in which optional ingredients are permitted, the board shal!, for the purpose 
of promoting honesty and fair dealing in the interest of consumers, designate the 
optional ingredients which shall be named on the label. All definitions and standards 
promulgated pursuant to this chapter shall not in any instance require a higher standard 
than the standards required pursuant to the definitions currently promulgated by the¢ 
Federa! Security Agency, Food and Drug Administration or by the Animal Foods 
Inspection Division of the United States Department of Agriculture. Such definitions 
and standards of identity promulgated by the board for distilled spirits shall not be 
inconsistent with similar standards promulgated by the United States Bureau of Internal 
Revenue, Alcohol Tax Unit, or other federal agency; provided, however, that the 


provisions of this section shall not apply to wine. 


26542. The authority to promulgate regulations for the efficient enforcement 
of this chapter is vested in the board. The board shall promulgate regulations exempt- 
ing from the provisions of this chapter food which is in accordance with the normal 
practice of the trade introduced or offered for introduction into trade and which is 
being delivered to an establishment where it is to be processed, labeled or packed on 
condition that such food shall conform with the provisions of this act upon its removal 
from such processing, labeling or packing establishment. The regulations promulgated 
and the definitions and standards prescribed pursuant to this chapter shall not require 
higher standards and shall not be more restrictive than the definitions, standards and 
regulations which are in force, or promulgated by the Federal Security Agency, Food 
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and Drug Administration, under the provisions of the federal act or by the Animal 
Foods Inspection Division of the United States Department of Agriculture, in the 
event that any such definitions, standards, or regulations are in force thereunder. The 
violation of a regulation promulgated under this chapter shall be deemed to be a 
violation of this chapter 

It is the writer's understanding that the California Department of Public 
Health has not established any standards for foods except a standard 
for mayonnaise dressing. The Federal government has not as yet 
established standards for mayonnaise dressing, although hearings have 
been held at which standards were considered for mayonnaise, French 


dressing, and related salad dressings. 


Connecticut 


In Connecticut, the law governing the issuance of standards is 
found in Section 895e of the Uniform Connecticut Food, Drug, and 
Cosmetic Act. The language in this section, with several minor varia- 
tions, is identical to the language contained in Section 9 of the model 
state law. Section 895e of the Connecticut Act should be interpreted 
in the light of Section 886e which reads as follows: 

Sec. 886e. Short title and legislative intent.—This chapter may be cited as 
the “Connecticut Food, Drug, and Cosmetic Act”, and is intended to enact state 
legislation: (a) Which will safeguard the public health and promote the public 
welfare by protecting the consuming public from injury by product use and the pur- 
chasing public from injury by merchandising deceit, arising from intrastate commerce 
in food, drugs, devices and cosmetics; (b) which shall be uniform, as provided in 
this chapter, with the federal food, drug and cosmetic act and the federal trade 
commission act, to the extent to which it outlaws the false advertisement of food, 
drugs, devices and cosmetics and (c) which will promote uniformity of such legis 
lation and its administration and enforcement, in and throughout the United States 
The Dairy and Food Commissioner and the Director of the Agricultural 
Experiment Station, who are the state officials authorized to issue stand- 
ards in this state, have not as yet officially adopted any standards. It is 
understood that it is their intention to adopt the Federal standards and 
that they are using the Federal standards as a guide in enforcement of 


the Connecticut laws at the present time. 


Florida 


In Florida, the law governing the issuance of standards is found 
in Section 500.09 of the Florida Food, Drug and Cosmetic Act. This 
section is substantially identical with Section 9 of the model state law, 
except that it provides for the promulgation of reasonable sanitary regu- 
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lations governing the manufacturing, processing, or handling of food 
products and further provides that in prescribing any standards of 
quality for any canned fruits or vegetables, consideration shall be given 
and due allowance made for the differing characteristics of the several 
varieties of such fruit or vegetable. Section 500.02 sets forth the 
general purpose of the law and the way in which it should be inter- 
preted. This section reads as follows: 


500.02. This chapter is intended (1) to safeguard the public health and pro- 
mote the public welfare by protecting the consuming public from injury by product 
use and the purchasing public from injury by merchandising deceit, flowing from 
intra-state commerce in food, drugs, devices, and cosmetics; and (2) .to provide 
legislation which shall be uniform, as provided in this chapter, and administered so 
far as practicable in conformity with the provisions of and regulations issued under 
the authority of the federal food, drug and cosmetic act; and likewise uniform with 
the federal trade commission act, to the extent that it expressly prohibits the false 
advertisement of food, drugs, devices and cosmetics; and (3) to promote thereby 
uniformity of such state and federal laws and their administration and enforcement, 
throughout the United States and in the several states. 


Section 500.09 provides that any standards which may be established 
shall be issued by the Commissioner of Agriculture with the advice and 
consent of the state chemist. It is understood that these officials have 
adopted as legal standards in the state of Florida all the standards that 
have been promulgated by the Federal Security Agency. 


Louisiana 


The provisions governing the establishment of standards in the 


state of Louisiana are contained in Sections 5 and 15 of the Louisiana 
State Food, Drugs and Cosmetic Act. These sections read as follows: 


Sec. 5. For the effectuation of the purpose of this Act the Board is hereby 
authorized to promulgate regulations, as provided by Section 15, fixing and estab- 
lishing for any food a definition and standard of identity, and a reasonable standard 
of quality or fill of container: Provided, That no standard of quality shall be estab- 
lished for fresh fruit and fresh vegetables and no standard of identity for fresh apples 
and fresh pears: And provided further, that in any regulation pertaining to fill or 
container the Board shall give due consideration to the natural shrinkage in storage 
and in transit of fresh natural food and to need for the necessary packing and 
protective material. 

Sec. 15. (a) The authority to promulgate regulations for the efficient enforce- 
ment of this Act, is hereby vested in the Board. 

(b) Hearings authorized or required by this Act shall be conducted by the 
Board or such officer or employee as it may designate for the purpose 
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It will be noticed immediately that these sections contain no requirement 
that the standards established in Louisiana shall conform to the Federal 
standards or that the Federal standards shall be considered in any way. 
It is understood that the Louisiana Department of Health, pursuant 
to the provisions of these sections, has informally adopted the standards 
of identity established by the Federal Security Agency in its enforce- 
ment of the Louisiana law. In addition, the Louisiana Department of 
Health has formally adopted its own standards for frozen desserts and 
for milk, cream, and dairy products. In connection with these formal 
standards, it should be noted that Federal standards have been issued 
for various types of cream, for evaporated and condensed milk, and for 
various types of cheeses. The Butter Act, 21 U. S. C. 6, 32la, estab- 
lishes a Federal definition and standard for butter. The balance of 
the products for which formal standards have been established in Louisi- 
ana have not been standardized by the Federal Security Agency, 
although hearings have been held in respect of ice cream, frozen custard, 
sherbet, water ices and related products, and additional varieties of 
cheese. While the standards which have been issued in Louisiana for 
milk, cream, and dairy products are not identical with the comparable 
Federal standards, it is reasonable to conclude that any products of 
this nature which conform to the Federal standards will be accepted 
as satisfactory in the state of Louisiana. 


Nevada 


The Nevada Food, Drug, and Cosmetic Act provides in Section 15 
thereof as follows: 

Sec. 15. (a) The authority to promulgate regulations for the efficient enforce- 

ment of this act is hereby vested in the commissioner. The commissioner is hereby 


authorized to make the regulations promulgated under this act conform, in so far 
as practicable, with those promulgated under the federal act. 


(b) Hearings authorized or required by this act shall be conducted by the com- 
missioner or such officer, agent, or employee as the commissioner may designate for 
the purpose. 

Pursuant to the provisions of this section, the Department of Foods and 
Drugs of Nevada has informally adopted the Federal standards, and, 
in addition, has adopted certain standards for dairy products. These 
standards include some items for which Federal standards have also 
been established and other items for which no Federal standards have 
as yet been issued. The situation in Nevada is similar to that in Louisi- 
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ana. It would seem proper to conclude that any dairy or other product 
conforming to the Federal standard for the product would be in compli- 
ance with the law in Nevada. 


New Hampshire 


The section of the law governing the establishment of standards 
in New Hampshire is found in Section 12 of the New Hampshire Food 
and Drug Law which reads as follows: 


Sec. 12. The state board of health is charged with the enforcement of this 
chapter. Said board may make rules and regulations for the proper enforcement 
thereof, including as a part of said rules and regulations, when not inconsistent with 
existing laws, the adoption of such definitions and standards of identity as may 
from time to time be promulgated under the federal food, drug and cosmetic act, 
also similar adoption of regulations promulgated under the federal meat inspection 
act. It shall cause inspections to be made of the quality, condition and branding of 
foods and drugs found on sale, possessed for sale, or in process of manufacture or 
distribution, and shall collect samples for analysis at its laboratories. All inspectors 
and other employees appointed by said board shall be permitted access at all reasonable 
hours to all places of business concerned in the manufacture, production, transporta- 
tion, distribution and sale of foods and drugs; shall have power to open and examine 
any package or container of any kind containing, or believed to contain, any article 
of food or drugs which may be manufactured, distributed, sold or possessed for sale 
in violation of the provisions of this chapter and to take samples therefrom for analysis, 
tendering to the manufacturer, distributor or vendor the value thereof. 


The New Hampshire State Department of Health has supplemented this 


provision by a general regulation adopted November 18, 1941, read- 


ing as follows: 


Acting under authority conferred by section 12, Chapter 164, Revised Laws, 
which provides that the State Board of Health may make rules and regulations for 
the proper enforcement thereof, including as a part of said rules and regulations, when 
not inconsistent with existing laws, the adoption of such definitions and standards 
of identity as may from time to time be promulgated under the federal food, drug 
and cosmetic act, the said definitions and standards as promulgated under said federal 
act are hereby adopted as the official guides for the enforcement of this law. 
Thus, the state of New Hampshire by this regulation of November 18, 


1941, has officially adopted the Federal standards. 


New York 
The New York law on this subject is found in Section 214-b of 
the Agriculture and Markets Law. This section reads as follows: 


Sec. 214-b. The authority to promulgate regulations for the efficient enforce- 
ment of this article is hereby vested in the commissioner. This article and the regu- 
lations promulgated thereunder shall be so interpreted and construed, however, as 
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to effectuate its general purpose to enact state legislation uniform with the federal 
act approved June twenty-fifth, nineteen hundred thirty-eight, and all acts amendatory 
thereof and supplemental thereto. The commissioner is hereby authorized (1) to 
adopt, in so far as practicable, the regulations fixing and establishing definitions and 
standards of identity and/or standards of quality, and tolerances, for foods or food 
products from time to time promulgated under the federal act or acts, and (2) to 
change or amend the regulations promulgated under this chapter fixing and establish- 
ing definitions and standards of identity, and/or standards of quality, and tolerances, 
so as to conform in so far as practicable, to those promulgated under the federal 
act or acts. 


The commissioner shall hold a public hearing upon a proposal to promulgate 

any new or amended regulations under this article, except in the case of a proposal 
to adopt an applicable regulation promulgated under the federal act or acts. 
The Commissioner for the Department of Agriculture and Markets for 
the State of New York, pursuant to the authority vested in him by the 
provisions of this section, issued the following regulation on Decem- 
ber 31, 1940: 

(1) Regulations affecting foods—Definitions and standards of identity and/or 
standards of quality, and tolerances for food or food products as promulgated by the 
appropriate administrative department of the Federal Government under the provisions 
of the Food, Drug and Cosmetic Act of 1938, and any acts amendatory thereof or 
supplemental thereto, shall be accepted as the lawful definitions and standards of 
identity and/or standards of quality, and tolerances for foods or food products. 
Thus, the Federal standards have been officially adopted in the state of 
New York. 


North Carolina 


Section 106-128 of the North Carolina Food, Drug and Cosmetic 
Act is identical with Section 9 of the model state law. It provides that 
the Board of Agriculture of the state of North Carolina shall have the 
authority to issue such standards. While the Board of Agriculture has 
not issued any formal regulation adopting the Federal standards, it is 
understood that it has been the policy of the Board to adopt the Federal 
standards from time to time as they are promulgated by the Federal 
Security Agency. 


North Dakota 


In North Dakota, the provisions governing the establishment of 
standards is found in Section 19-0202 of the North Dakota Food, Drug 
and Cosmetic Law. This section reads as follows: 


Sec. 19-0202. The department shall fix, adopt, publish, and enforce definitions, 
rules, regulations, and standards of quality, purity, and strength of articles of food 
and drugs for which no definitions, rules, regulations, and standards are prescribed by 
law, for the purpose of 
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1. Securing uniformity, as far as practicable, in the laws of this state and of the 
federal government and the ordinances of municipalities within this state; 

2. Preventing fraud and deception in the manufacture, use, sale, and transporta- 
tion of food; 

3. Preserving the public health; and 

4. Carrying out the intent of this chapter. Definitions, rules, regulations, and 
standards fixed, adopted, and published under the provisions of this chapter shall 
have the force and effect of law. 
Pursuant to the authority given to the State Laboratories Department 
under this section, that Department has adopted standards for numerous 
commodities including meats, meat by-products, prepared meats, lard, 
liquid milk, various types of cheeses, eggs, breads, various sugars, teas, 
coffee, cacao products, vinegar, salt, and baking powder. It thus appears 
that standards have been adopted for quite a number of products in this 
state for which there are no Federal standards. In addition, it should be 
pointed out that the standards which have been adopted for products 
for which there are Federal standards are not identical with the Federal 
standards. It would seem to be a reasonable interpretation of the lan- 
guage of the law and the standards to say that any food conforming 
to a Federal standard would comply with the requirements of the law 
of North Dakota and with the standards*issued pursuant to that law. 


Oklahoma 


Most recently enacted of the uniform state food laws is the Okla- 
homa Food Act, which became effective July 1, 1949. Section 9 of 
this act governs the establishment of definitions and standards for 
food and is identical with Section 9 of the model state law. This sec- 
tion provides that definitions and standards promulgated by the Okla- 
homa State Board of Health shall conform so far as practicable to the 
definitions and standards promulgated under authority of the Federal 
act. However, Oklahoma still has in its statutes a food and drug law 
patterned after the Food and Drug Act of 1906. In 1939, Section 184 
of this law was amended to conform to the Federal Food, Drug, and 
Cosmetic Act of 1938, and, as amended, specifies the standards of 


purity of foods, drugs, medicines, and cosmetics. Under this section, 
the adoption by the State Commissioner of Health of those regulations 
and definitions adopted for enforcement of the Federal act was made 
mandatory. Whether or not the Oklahoma Food Act has repealed 
such mandatory provisions of Section 184 would seem to be open to 
interpretation by the Oklahoma courts. 
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Oregon 


The law in Oregon on this subject is contained in Section 9 of 
the Oregon Food Act. This section is identical with Section 9 of the 
model state law. The authority to issue standards is vested in the 
Oregon State Department of Agriculture. Pursuant to this authority, 
the Department of Agriculture has issued standards for evaporated and 
concentrated milk, canned tomatoes and tomato products, canned apri- 
cots, cherries, peaches and pears, canned vegetables, preserves, jams, 
jellies, and fruit butters. These standards substantially follow the Fed- 
eral standards for these commodities and are not in any way inconsistent 
with the Federal standards. 


Tennessee 


Section 9 of the Tennessee Food, Drug and Cosmetic Act is sub- 
stantially identical with Section 9 of the model state law, except that 
the last sentence reads as follows: “The definitions and standards so 
promulgated shall conform to the definitions and standards promulgated 
under Section 401 of the Federal Act.’ Under the terms of this sec- 
tion, whenever a standard is adopted in Tennessee it must correspond 
to any standard which may have been issued under Section 401 of the 
Federal Act. For commodities standardized by the Federal Security 
Agency the only discretion granted the Tennessee Commissioner of 
Agriculture is to determine whether or not he wishes to adopt the par- 
ticular Federal standard in the state of Tennessee. 


Until such time as the Federal standards are adopted, the Com- 
missioner may adopt standards for foods for which there are no Fed- 
eral standards. It would seem that if he should do so and a Federal 
standard should be thereafter established, the provisions of the law 
might compel him to amend the Tennessee standard to conform to the 
Federal standard without any exercise of discretion in respect of can- 
celing or withdrawing the Tennessee standard. 


Up to the present time the only standards which have been adopted 
in Tennessee are those for jams and jellies, and these standards are 
identical with those established by the Federal Security Agency under 
the Federal Food, Drug, and Cosmetic Act. It is understood that the 
Commissioner of Agriculture has not deemed it advisable to adopt the 
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other standards which have been heretofore promulgated by the Federal 
Security Agency. As a result of this policy of the Tennessee Com- 
missioner of Agriculture, it is necessary that foods which have been 
standardized by the Federal Security Agency shall have special labels 
for use in Tennessee on which all ingredients are shown. This is needed 
in order to comply with Section 11(i) of the Tennessee law which 
provides that unless the food has been standardized in the state of 
Tennessee, the label shall bear the common or usual name of each 
ingredient, except that spices, flavorings, and colorings may be desig- 
nated as spices, flavorings, and colorings. without naming each. Thus, 
foods which are labeled in accordance with a Federal standard to 
show only a few of their ingredients are not accepted as complying 
with the law of the state of Tennessee. 


Virginia 
In Virginia, Section 9 of the Virginia Food Act is identical with 
Section 9 of the model state law, except that it provides for tolerances 
or limits of variability. While the Department of Agriculture and Immi- 
gration of the Commonwealth of Virginia has not officially adopted the 
Federal standards, it is understood that they are followed in Virginia 


immediately after their adoption by the Federal Security Agency. 


Washington 


The provisions for the establishment of standards in the state of 
Washington are found in Sections 37 and 38 of the Uniform Wash- 
ington Food, Drug, and Cosmetic Act. These two sections are sub- 
stantially identical with Section 9 of the model state law, except that 
they provide that due allowance shall be made for unavoidable shrinkage 
or expansion, and that due allowance shall be made for the differing 
characteristics of the several varieties of fruits and vegetables, in con- 
nection with establishing standards for canned fruits or vegetables. 
While the Washington Director of Agriculture has not issued any 
official regulations with respect to thé adoption of Federal standards, 
it is understood that any standards adopted by the Federal Security 
Agency would also be adopted by the Director of Agriculture in con- 
nection with the enforcement of the Act in the state of Washington. 
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West Virginia 





In addition to the foregoing 21 states which have adopted so- 
called “uniform” state acts, the state of West Virginia has adopted 
an Agricultural Products Act in which an intent is set forth to co- 
operate with the Federal government and to be guided by the Federal 
rules and regulations, standards, and grades. This law, known as 
the West Virginia Agricultural Products Act, defines agricultural 
products in Section 1(b) as follows: 

(b) Agricultural products include livestock and livestock products, poultry and 
poultry products, fruits and fruit products, vegetables and vegetable products, grains 
and hays, and the products derived therefrom, tobacco, syrups, honey and other 
products derived from the business of farming; including such other products as may 


be manufactured, derived, or prepared from agricultural products, raw or processed, 
which are used as food for man or other animals. 


In Section 3, the following provision is found with respect to standards: 


Sec. 3. In carrying out the provisions of this act the commissioner shall cooperate 

with the United States Departmert of Agriculture and its several bureaus and divi- 
sions and the departments of the several states. The commissioner shall investigate 
the methods employed by the United States Department of Agriculture for the promo- 
tion of economical and efficient marketing of agricultural products and he shall have 
authority to establish and publish weights, grades, standards, classifications, and rules 
and regulations for the production, handling, and distribution of agricultural products in 
this state, and he shall, so far as the same are applicable and practicable, utilize and 
apply the rules, regulations, classifications, standards and grades, and official methods 
of examinations and analysis of the United States Department of Agriculture and its 
several bureaus and divisions. 
The standards referred to in this section are not the standards of identity 
which have been or may be issued by the Federal Security Administrator 
or his predecessor, the Secretary of Agriculture, but are the voluntary 
standards and grades established by the Department of Agriculture 
with respect to agricultural products. The provisions of this section 
with respect to standards cannot be interpreted as having any applica- 
bility to general food products in West Virginia. 

In many of the laws and regulations which have been reviewed 
herein, the Federal official or agency described as having authority 
to establish standards is designated as the “Secretary of Agricul- 
ture,” or ‘“U. S. Department of Agriculture.” In all cases where 
such terms are used (except ‘in the West Virginia Agricultural 
Products Act), these terms should be read as if the words “Federal 
Security Administrator” or ‘Federal Security Agency,” respectively, 


appeared therein. [The End] 
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Canada’s food and Drug Regulations 


By R. E. CURRAN 


DISCUSSING THE CANADIAN SYSTEM 
OF DELEGATED LEGISLATION 





S WAS STATED in a previous article, there are few statutes 
in Canada which exercise a greater influence upon the public than 
does the Food and Drugs Act.' The regulations which are made 

thereunder are perhaps of greater importance as they provide the spe- 
cific directives necessary for the day by day application of the Act to 
the needs of the consuming public. 


War and post-war conditions, together with scientific and mer- 
chandising advances, brought about many changes in the Canadian 
situation. The directives were, accordingly, adapted to them in the 
form of new regulations which, through a mass of amendments, were 
fast becoming a labyrinth out of which even the administrative officials 
sometimes found it difficult to extricate themselves. 


Streamlining became a necessity, and the regulations, therefore, 
were completely revised. These new regulations became effective as 
of May 1, 1949, by order of His Excellency, the Governor-General in 
Council, under the authority of the Food and Drugs Act. 


The present article will discuss certain aspects of the new regula- 
tions in the light of the development in Canada of delegated legislation 
and its advantages in the field of food and drugs. No attempt is made 
to discuss either directly or by contrast the comparable situation in the 
United States under the Federal Food, Drug, and Cosmetic Act. 


! Canada’s Food and Drugs Act, 1 Food 
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The section * in the Canadian Act under which the new regulations 
were made-authorizes the Governor-in-Council to make regulations for 
a variety of things, and provides that such regulations shall have the 
same force and effect as if they were embodied in the Act. 


Amongst the matters for which regulations may be so made are 
standards of quality for a food or drug, the packaging or labeling there- 
of, and the design of such package or label to prevent deception respect- 
ing character, strength, quality, or quantity; the listing in Schedule 
“A” to the Act of diseases for which remedies may not be advertised 
to the general public, and the listing in Schedule ““B” of drugs for 
which special regulations including standards are considered necessary 
in the public interest; and prohibiting and restricting the sale of in- 
jurious substances in a food or drug, and defining the conditions of 
sale for any drug and respecting false, exaggerated, or misleading claims. 


The trend in modern Canadian legislation, especially in complex 
technical fields in which day to day variations may be expected in the 
factors over which the legislation is intended to operate, has been for 
the legislation itself to set forth its subject or statements of principle 
in fairly broad terms and to delegate to the Governor-in-Council the 
authority to make the regulations necessary for carrying out its pro- 
visions. Depending upon the subject matter of the statute, this au- 
thority may range from the regulation of purely administrative matters 
to the regulation of matters of substance. The authority contained in 
the Food and Drugs Act clearly extends to matters of substance as 
well as to administration. It confers on the executive far-reaching powers 











2 Section 3, Food and Drugs Act; Chapter 
76, Revised Statutes of Canada, 1927. 
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to regulate and control the manufacture and sale of food and drugs in 
Canada, insofar as this is considered necessary for the protection of the 
public health and for the prevention of deceptive and dishonest trade 
practices. 


The constitutional basis of the Food and Drugs Act under the 
federal constitution of Canada, as was previously discussed,’ is ‘criminal 
law,” which is a federal responsibility. Regulations made within the 
limits of this power have the same force and effect as if contained in the 
Act and are applicable to the whole of Canada. The administrative 
convenience of this system will be understood by those who are con- 
cerned with questions of interstate and intrastate commerce. 


In a statute which deals with a constantly changing subject matter, 
the greater the flexibility given, the greater will be its potential effective- 
ness in operation. 


The needs and functions of the human body in terms of its chemical 
constituents are becoming better known and understood; to say that 
revolutionary discoveries are being made in the field of drug therapy 
alone is almost an understatement. It is obvious that the primary pur- 
pose of the Act would not be fully realized if the public could not quickly 
enjoy the benefits of scientific progress, and this would not be possible 
if such benefits were required to await legislative sanction by act of 
parliament. Whatever may be the deficiencies and inadequacies of the 
Food and Drugs Act—and there are many—there is no doubt but that 
the framers of the governing legislation conferred a great benefit upon 
the consuming public and industry in making it possible for the law 
to keep in step with scientific progress and human ingenuity. 


Historical Development of Delegated Legislation 


Laymen and lawyers who sometimes regard regulations as the device 
of modern bureaucrats may be surprised to find that they have an ancient 
history. A convenient starting point in the field of delegated legislation 
is the Statute of Proclamations of 1539. In that year, Henry VIII, a 
firm absolutist, prevailed upon his parliament to pass that act which 
provided that the King could issue proclamations having the force of 
law as though they had been made by act of parliament. By this device, 
Henry VIII was, with certain exceptions mentioned in the act, able to 
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make his own laws, which parliament was obliged to recognize equally 
with its own. That parliament was not altogether happy at the passing 
of this self-denying legislation is shown by the fact that this statute 
was repealed immediately after the death of Henry VIII, and no monarch 
afterwards was successful in obtaining a similar legislative carte blanche. 


A further instance of delegated legislation is provided in another 
well-known statute also passed during the reign of Henry VIII. This 
is known as the Statute of Sewers, which established a commission with 
powers to make laws and ordinances and to levy rates on land-owners 
and to impose penalties. The authority of the commission was subject 
to the assent of the King, but the act provides a very early example of 
a statutory body with delegated powers of a legislative, administrative, 
and judicial character. Needless to say, royal attempts to exercise the 
authority of parliament did not begin nor end with Henry VIII, but the 
statutes mentioned established a pattern from which can be traced the 
growing practice of legislation by regulation. 


In the intervening period, the statute books of England reflect at 
once the development of this practice and apprehension at its implications. 


Without discussing historical developments in detail, it is a fair 
conclusion that the practice of delegated legislation has found popular 
support and is likely to remain with us. 


For a detailed and interesting discussion of delegation of authority, 
Law and Orders, by C. K. Allan, K. C., some time Professor of Juris- 
prudence in the University of Oxford, offers a fascinating repayment 
for the reader's time. Another delightful excursion into the legislative 
past is afforded in Discoveries in the Statute Book, by E. Stewart Fay 
a member of the Inner Temple. 


Safeguards Against the Abuse of Delegated Powers 


Modern draftsmen attempt, as a rule, to define with precision the 
matters which can be dealt with by regulation, but an examination of 
the statute law will show many recent examples of omnibus authority 
being so delegated. However, where the authority is clearly defined 
and relates to matters which are necessary and desirable for the proper 
implementation of the purpose of the act, there are limits to what can 
be done by the executive, and, correspondingly, little danger of the 
bureaucratic abuse of this power. Some constitutional authorities, from 
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conviction or perhaps through experience, express disapproval of the 
delegation of power, suggesting that it is in conflict with the principle 
of responsible government. Obviously, power so delegated can be 
abused. However, under the Canadian parliamentary and judicial sys- 
tem, the abuse could be for a limited period only, and there are real 
safeguards provided against the exercise of power that does not carry 
the approval of the public. 


Under the Canadian parliamentary system, the Governor General 
of Canada is the King’s personal representative; his assent is required 
to all legislation and to the calling and proroguing of parliament. In 
executive matters, the decisions are made by the Cabinet, or Council 
as it is usually called. This is composed of the Ministers of the Crown, 
who are selected by the Prime Minister from amongst members of 
parliament on the government side, and the Governor General gives 
effect to its decisions. The Cabinet is in almost daily session, and a 
regulation can, therefore, be made by the Governor-in-Council within 
a matter of hours, if need be, to meet any particular occasion as it arises. 
The authority to make regulations includes by implication of law the 
authority to repeal, modify, or alter existing regulations. 


Regulations made by the Governor-in-Council originate with the 
administrative officers who are concerned with their administration. 
Thus, they are able to deal with a particular matter or situation, or a 
general procedure, as may be required. Such regulations, being special- 
ly prepared, should be adequate for the purpose for which they are 
made, but, if not, they are easily changed. The argument that admin- 
istrative officials, by this practice, exercise bureaucratic powers can be 
theoretically supported. Practically, this fear is mitigated by the fol- 
lowing, amongst other, considerations. 


All regulations require to be laid before parliament almost imme- 
diately after they are made. A Minister of the Crown is responsible 
to parliament for the administration of the statute under which such 
regulations are made, and, therefore, he is required to answer not only 
to his colleagues, but also to parliament for such regulations and their 
administration. He, being a member of parliament as well as a Minister 
of the Crown, is also answerable to the electorate. In this way, there 
is a very salutary control upon any tendency to exceed authority beyond 
what is desirable or necessary in the interests of good government. It 
is perhaps unnecessary to add that the validity of a regulation being 
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in excess of the authority of the act can always be raised in any judicial 
proceeding. Having in mind the safeguards, both express and implied, 
which attach to the making and administration of regulations, their 
advantages in the field of food and drugs outweigh any dangers, either 
real or theoretical, which exist in the Canadian system. 


Periodic Revision of the Food and Drug Regulations 


Since regulations have the force of law and because the law, 
theoretically at least, is always speaking, regulations should speak 
articulately. Regrettably, this is not always the case. In the plethora 
of regulations with which legislation abounds, it is not difficult to find 
examples of regulations that are not only unintelligible in meaning, but 
hopelessly out of date. For this reason there recently has been estab- 
lished in Canada by Order in Council a directive requiring the regular 
consolidation of all regulations. While consolidation does not of itself 
include a revision of the subject matter, the policy of the Department 
of National Health and Welfare is to revise the Food and Drug regula- 
tions at periodic intervals as well as to make changes whenever needed. 
The recent revision is in accordance with that policy, and a further 
revision will be made in due course, which will incorporate changes 
shown to be desirable in the light of experience. 


While not a requirement of the Act, the Department has made it 
a policy to discuss proposed regulations with trade or industries which 
will be affected by them. This policy has a realistic regard for the 
recognized principle that restrictive laws are difficult if not impossible 
of enforcement if they do not enjoy the understanding and support of 
those who are required to observe them. Apart from this, their admin- 
istration is greatly facilitated if they take account of manufacturing 
and merchandising practices. 


The primary purpose of the regulations being the protection of the 
public health and the prevention of dishonesty, they are not in conflict 
with the general aims and objects of industry. The policy, therefore, 
of discussing proposed matters to be covered by regulation and to have 
regard as far as is possible to the needs of industry has tended to 
diminish, if not remove, any suggestion of bureaucracy. In many 
instances, regulations have been brought into force as a result of the 
joint efforts of industry and the departmental officials. The vitamin 
regulations provide an excellent example of this. 
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Lest anyone interpret the above as suggesting a utopian situation 
in Canada, it is necessary to add that differences of opinion do exist 
in respect of many matters which are the subject of regulation. These 
differences, however, for the most part relate to the advertising and 
labeling of goods rather than to their subject matter. While the admin- 
istrators endeavour to have regard to the need for attractiveness and 
glamour in packaging, labeling, and advertising, this must be subordi- 
nate to the necessity for factual and not lyrical description. 


The particular regulations which are discussed are selected more 
or less at random in the hope that they may prove of some interest 
to lawyers and others concerned with food and drug legislation. 


The regulations cover some 148 pages and amongst other things 
deal with approximately 250 separate foods and approximately 150 
named drugs. The chronological division is to divide them into four 
parts, each concerned with a separate subject matter. For example, 
the first part deals with general administration and interpretation, which 
is applicable to both food and drugs. The second part deals with food 
only, the third with drugs, and the fourth with vitamins, which overlap 
both food and drugs. Each part is divided into divisions and sections 
with appropriate headings. The numbering structure is designed to 
permit of additional regulations being added wherever appropriate. 


General Administration and Interpretation 


Amongst the matters which are made the subject of a definition or 
an interpretive regulation are the following: 

A label is defined to mean any legend or mark included in, belong- 
ing to, or accompanying a package of food or drug. This is intended 
to bring within the labeling regulations and the misbranding provisions 
of the Act material which may not be affixed to the article, but which 
accompanies it or is intended to belong to it for the purpose of adver- 
tising or describing it. 

As will later be mentioned, certain drugs may be sold only upon a 
prescription, and, in order to clarify the situation as to who may legally 
prescribe drugs in Canada, it was considered desirable to define a pre- 
scription to mean a written order, issued and signed by a person author- 
ized to treat patients with drugs in Canada, directing a stated amount 
of the drug or mixture to the person named in the order. It will be noted 
that this does not refer to any particular group or profession, because 
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in Canada the various provinces themselves have provided legislation in 
this respect. The right to prescribe drugs by other than medical prac- 
titioners may vary as between provinces and also in relation to par- 
ticular drugs. This definition, with regulations relating to prescription 
drugs, prevents the issuing of prescriptions for certain drugs by pre- 
scribers outside of Canada. It is intended to prevent prescriptions based 
on mail order diagnosis and treatment insofar as certain drugs 
are concerned. 

Under Section 10 of the Act, no food or drug can be admitted into 
Canada unless it meets the requirements of the Act. As regulations 
are given the same force and effect as if embodied in the Act, imports 
must also meet the requirements of the regulations. The Act provides 
that a food or drug which is adulterated or misbranded shall not be 
admitted into Canada for use as a food or drug, and authorizes regula- 
tions for the disposal of import shipments which are refused entry 
under Section 10. In the regulations which deal with this aspect, this 
authority is given a liberal interpretation. Provision is made for admin- 
istrative discretion in releasing a refused shipment to the importer upon 
such importer complying with the written conditions as may be laid 
down by the Department. Where the conditions, however, are not 
met, the shipment is required to be exported within three months, on 
penalty of forfeiture to the Crown. 


Although technically shipments which are in violation of the Act 
cannot be admitted into Canada, common sense should have wide play 
in such matters. The officials do exercise considerable administrative 
discretion in permitting conditional entry of shipments which are guilty 
of violations as well as providing an opportunity to remedy defects. 
Financial loss to importers is, wherever possible, avoided or minimized 
if this can be done and the public, at the same time, safeguarded. 


Foods 


Regulations provide the labeling requirements for all foods, specify- 
ing the types in respect to which a list of ingredients is required and 
the circumstances where the word “compound,” “mixture,” or “‘substi- 
tute’’ may be appropriately used. 

The sale is prohibited of any food containing mineral oil, paraffin, 
or any product thereof, unless its use cannot be avoided by good manu- 
facturing practice, in which case 0.3 per cent is permitted. This regu- 
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lation recognizes not only the non-nutritive aspects of mineral oil, but 
also its potential danger. It is of importance in considering salad dress- 
ings and foods advertised for use by persons on reducing diets. 

It frequently happens that some other federal enactment will define 
an expression or give it some particular meaning. In the case of a food 
or a drug, it is provided by regulation that the use of any such term 
shall be deemed to be a false, exaggerated, or misleading claim unless 
it conforms with the definition or meaning so given. 


Alcoholic Beverages 


A major change was made in the portion of the regulations dealing 
with alcoholic beverages. Such beverages for a long time have been 
the subject of regulation, but the regulations were considered to be 
antiquated and in many cases not to reflect modern trends and develop- 
ments. The alcoholic beverage regulations were completely revised 
and represent a good example of cooperative effort between the admin- 
istrative officials and representatives of the industries concerned. 

Without discussing the regulations in detail, one or two aspects 
may be of interest. Age or maturity of spirits has always been some- 
what a vexed and misunderstood subject, and an attempt has been 
made to handle this in a way which will be intelligible to the consuming 
public. It is generally recognized that whiskies, rums, and brandies 
do not mature except in small wooden containers, and casks of a capacity 
up to 150 gallons were considered to be suitable for such purpose. 
Accordingly, it is provided that no person shall sell whiskey, rum, 
or brandy for consumption in Canada unless it has been aged and held 
in such containers for a period of not less than two years. This regu- 
lation exempts present stocks and will not come into general effect until 
May 1, 1951. This will guarantee a basic minimum maturing period of 
the most suitable kind for all such beverages sold for consumption in 
Canada. In addition to this, it is provided that no claim may be made 
for the age of any such spirits other than for the period during which 
they have been stored in such small wood containers. 

With the combination of a regulation affecting quality and a 
regulation concerned with labeling, it is considered that the public is ade- 
quately protected against misleading claims and devices without detract- 
ing in any way from labels and containers which are designed for eye 
appeal and aesthetic attraction. Obviously, the implementation of these 
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regulations will require some reasonable working-out period with the 
distilling trade in the matter of labels and other advertisements. This 
aspect comes under what has been referred to as honesty and fair dealing, 
which is a somewhat relative term. 

Whether a whiskey which meets only the minimum requirements 
of the Act in terms of age can be described truthfully as “rare old,” 
“fine old,” “‘of great age,” “fully matured,” or other euphonic legend, 
is a matter of interpretation and possibly of some argument. It was 
considered, however, that a subject so difficult as the labeling of alco- 
holic beverages should be treated in a general way rather than attempt 
to differentiate between alcoholic beverages and other articles of food. 
The same considerations, therefore, will govern the interpretation of a 
label on an alcoholic beverage as would govern the interpretation of a 
label on any other article of food. 





Label Reference to Requirements of the Law 


As all food products must comply with the requirements of the 
Act and the regulations, it follows that any reference on a label to the 
effect that the product meets all the requirements of the Food and Drugs 
Act or the “pure food laws” is not only unnecessary, but is liable to 
imply to the purchaser that it is better than a similar product which 
carries no such statement, or that such similar product does not comply 
with the requirements of the Act. For these reasons, it is provided by 
regulation that no reference, direct or indirect, may be made to the 
Act or to the regulations upon any label or in any advertisement 
for a food. 

In the case of a number of foods, provision is made that they are 
required to meet certain standards by yielding a particular result in 
accordance with the method of testing employed by the Food and Drug 
Laboratories. The methods of testing which are followed by the labora- 
tories are available to all persons interested in the subject. It was 
considered that these methods were administrative and laboratory pro- 
cedures rather than subjects to be covered by regulation. 





Colour Regulations 


The division of the regulations which deals with colour sets forth 
a list of colours which are considered safe and proper for use in or upon 
food and prohibits the use of any colour not included in such list. The 
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amount of colour which can be used is set out, and with these safeguards 
the use of colour is permitted in and upon food. If, of course, colour 
were used for any improper purpose, or if it became a factor of quality 
in the sense that it depreciated the food, it would be proper to prohibit 
its use. Generally speaking, however, colour is either not a factor of 
quality or, if it is, its use enhances rather than depreciates the quality 
and, therefore, its use in such foods may not be prohibited by a regula- 
tion which purports to prescribe a standard of quality. 

Irrespective of the right to proscribe the use of colour, the right 
to insist upon labeling disclosure is not affected, and provision is made 
for the declaration of the use of colour, except in certain specified foods. 
The foods wherein colour may be used without a label declaration are 
those in which it is used only for eye appeal or palatability, and include, 
as might be expected, jelly powder, candy, cheese, and butter, among 
others. The use of colour in oranges undoubtedly will present itself, 
and in this connection its use is comparable to its use in butter, where 
the public traditionally expect butter to be yellow and oranges to be 
orange, and the use of colour does not conceal damage or do other than 
make the commodity more attractive in appearance. If, of course, the 
use of colour brought the food within one of the misbranding provisions 
of the Act, its use would be objectionable. It, however, would not be 
proper to anticipate the possibility of a violation of the Act by some 
regulation prohibiting its use. An example of the improper use of 
colour, which would constitute misbranding, would lie in the colouring 
of meat that had gone off, and the restoring of green colour to vege- 
tables, to mention only two. It is conceded that there can arise many 
border-line cases involving the use of colour where arguments could 
be advanced which are difficult to reconcile. 


Regulations on the Use of Flavours and Preservatives 


In the division which deals with flavour, its use is prohibited in 
foods for which a standard of quality is prescribed, unless such standard 
includes the use of a flavour. Flavour is, in practically all cases, not 
used for eye appeal or aesthetic reasons, but is used to alter the taste 
or character of a food. It, therefore, differs from colour and its use 
is a factor of quality. 

In the case of preservatives, the regulations also prohibit the use 
of preservatives unless their use is specifically authorized. Four classes 
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of preservatives are listed, and a regulation specifying a standard of 
quality in each case indicates whether or not a preservative may be used 
and, if so, which class. Preservatives other than those described are 
not permitted to be sold for use in food in Canada. 

Requirements as to labeling declaration and the dispensing with it 
in certain cases are detailed in the regulations. 


Cheese Regulations 


Amongst the regulations are special regulations providing for a 
maturing period for hard pressed cheese. During the period 1932-1939, 
760 cases of typhoid, with 71 deaths, were directly traceable to the 
consumption of such infected cheese in Canada. Tests which were made 
proved that the bacteria do not survive a holding period under con- 
trolled conditions of temperature. By regulation, it is provided that hard 
pressed cheese may not be sold unless it has been held first for a period 
of 90 days under the conditions of temperature as set out in 
the regulations. 

This regulation occasioned some considerable concern on the part 
of small cheese manufacturers when it was first discussed, as its health 
purpose was not at that time generally understood, and they were not 
equipped with storage facilities. With a better understanding of the 
purpose of the regulation, resistance to it has, to all practical purposes, 
been eliminated, and the regulation is now well regarded by the majority 


of those concerned. 


Regulations on the Sale of Poultry and Poultry Feed 


The practice had developed in feeding poultry of using substances 
having oestrogenic activity. The use of such substances produced a 
plumper bird with better appearing flesh and accordingly able to com- 
mand a higher grade and price. Through tests conducted by the Food 
and Drug Laboratories, it was proven that the oestrogenic activity of 
such substances was liable to be transmitted to persons consuming the 
flesh of the poultry, and in this way such persons unknowingly were 
receiving hormones. To eliminate the possibility of hormones being 
unknowingly consumed, the sale of poultry to which has been adminis- 
tered a preparation having oestrogenic activity, as well as the sale of 
any food containing oestrogenic activity for administration to poultry, 


is prohibited. 
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Drugs 


This part of the regulations deals exclusively with drugs and, as 
in the case of foods, contains provisions for packaging and labeling as 
well as standards of quality. 


Section 6 of the Act provides that the standard of quality as set 
forth in certain named authorities shall govern the standard of quality 
for drugs in Canada if sold in accordance with that standard. The 
authorities which are named are, respectively, the British Pharmacopoeia, 
the latest edition of any foreign pharmacopoeia, or, if not recognized 
in any pharmacopoeia, the standard set forth in some generally recog- 
nized standard work on materia medica or drugs. 


Amongst the powers of the Governor-in-Council to make regula- 
tions is authority to add to or remove from Schedule ‘‘B” of the Act such 
material as may be deemed by the Minister to be necessary in the public 
interest. The word “material’’ here means drugs or classifications of 
drugs, and Schedule ‘'B” lists a number of classifications as well as 
specific drugs. Section 6 authorizes the Governor-in-Council to provide 
a standard of quality and potency for any drugs which are contained 
in Schedule “B,” and for such standard to take precedence over the 


standards in the named authorities. 


For the drugs which are particularly named or included in the 
classifications, standards of quality, amongst other things, have been 
prescribed by regulation. The general regulations, however, insofar as 
they have reference to labeling, packaging, and other matters, govern 
drugs generally and are not limited to the drugs mentioned in 


Schedule “‘B.”’ 


As in the case of a food, it is provided that a packaged drug must 
be labeled. The labeling requirements are designed to provide informa- 
tion considered to be necessary in relation to particular drugs for the 
protection of the purchaser. Amongst these requirements, it is provided 
that the quantitative proportionate content of any drug named in 
Appendix II of the Regulations must be shown, together with the recom- 
mended single and daily dosage. which must be within the limits shown 
in the Appendix. This requirement is, of course, intended to protect 
the consumer against overdosage of potentially dangerous drugs. 

Appendix III to the Regulations sets forth the proper names of 
certain drugs in addition to their common names. Provision is made 
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that any label must show, in addition to a trade or other name, the 
proper name of the drug as given in the Appendix. For example, the 
proper name in Canada for the drug which in the United States and 
in many other countries is known as “aspirin” is “acetyl salicylic acid,” 
and the label of a package of aspirin, or the same drug sold under 
another trade name, must show that the active medicinal ingredient 
in it is acetyl salicylic acid. 


Prescription Drugs 


Appendix IV to the Regulations lists a number of drugs as pre- 
scription drugs, and, by regulation, such drugs and preparations con- 
taining any of them may not be sold to the general public except on 
prescription. It is also provided that such a prescription may not be 
refilled unless the prescriber so directs in writing thereon. It will be 
recalled that “prescription’’ was defined in terms of individuals entitled 
by law to prescribe drugs in Canada. 


Amongst the drugs contained in Appendix IV are barbiturates, 
penicillin, streptomycin, sulphonamides, and tetraethylthiuram disul- 
phide, which has recently been introduced under the name of “antabuse” 
or ‘‘Abstinyl.”’ 


Of the drugs so named in the Appendix, barbiturates are possibly 
of the greatest interest and most importance. The increasing anti-social 
use of barbiturates has been the subject of considerable alarm as shown 
by numerous articles in lay and scientific journals. A recent examina- 
tion of the situation in Canada indicates that, apart from certain under- 
world sources, the sale of barbiturates is well controlled by the provisions 
of the regulations. The anti-social use of barbiturates in Canada, 
to the extent that it may be a problem of increasing importance, would 
seem to be rather a matter for education than for further restric- 
tive control. 

None of the provinces of Canada authorize the prescribing of bar- 
biturates for human beings by other than medical practitioners, and 
with the requirement of an individual prescription which may not be 
refilled unless the prescriber so authorizes, it is considered that the use 
of barbiturates for the most part is under competent physicians’ control. 

A number of concerns operating outside of Canada formerly adver- 
tised in Canadian newspapers as providing treatment for certain condi- 
tions which involve the use of barbiturates, for example, epilepsy. The 
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definition of “prescription,” as well as the present regulations, would 
prevent barbiturates being supplied to persons in Canada on the basis 
of such mail order diagnosis. 

While the above comments have been made with particular refer- 
ence to barbiturates, they are of equal application to all drugs in the 
prescription list. The regulations do permit of the importation of pre- 
scription drugs by certain professional classes, by a resident of a foreign 
country visiting in Canada, and by a resident of Canada who has been 
attended in a foreign country by a physician or dentist of that country 
and who imports drugs from such foreign country on the prescription 
of such physician or dentist as a continuing treatment. 

The professional groups concerned have received these prescription 
regulations favourably, and periodic investigations have indicated that 
they generally are observed. 


Licencing Drug Manufacturers 


The drugs listed in Schedule B, which has been mentioned, are 
divided into five parts in accordance with their subject matter, and the 
Act authorizes regulations being made for the licencing of manufac- 
turers who prepare drugs mentioned or described in Parts II and III 
as follows: 

Part II 

Drugs of natural or synthetic origin that are not hypodermic tablets, that purport 
to be sterile, and that are intended for parenteral use including application to open 
wounds, alone or with added solvent, diluent, preservative, or other substance. 

Part III 

Drugs prepared from micro-organisms or viruses; toxins; sera; antibiotics; analog- 
ous preparations. 

Regulations have been made which set forth in detail the licencing 
requirements. Licences are issued for a 12 month period and are subject 
to cancellation or suspension at any time. A licence is issued only after 
an inspection of the establishment and on condition that the premises 
shall be maintained under the direct control and personal supervision 
of a responsible qualified person. Information may be demanded with 
respect to the professional and technical qualifications of the personnel 
employed, the principles of manufacture, and the design of the plant. 
Licences are conditional on satisfactory records being kept of the manu- 
facture, testing, disposition, and distribution of each lot or batch of a 
drug which is subject to license. The Minister may require the 
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manufacturer to withdraw from sale any product that in his opinion 
is deficient. 


Of the drugs in Part II, it has been considered necessary in the 
public interest to subject only the manufacture of insulin and liver 
extract injectable to the licencing requirements. Of the drugs listed in 
Part III, all those intended for oral use made from living organisms and 
all those intended for parenteral use are subject to the _ licenc- 


ing requirements. 


These regulations, as from time to time revised, have been in force 
for a number of years and have met with the cooperation generally of 
the trade. There have been no cases where it has been necessary to 
cancel a licence and relatively few where a licence has been suspended. 
Where, for some reason or other, a drug has been found to be unsafe 
or deficient, warning was given to all sources having supplies of the 
drug on hand and its sale stopped before any known harm resulted. 


Lack of “New Drug’ Provisions 


Apart from the authority which is contained in this portion of the 
regulations, a specific regulation can be made prohibiting the sale of 
any particular drug. It will be observed that neither the Canadian 
Act nor regulations contain any ‘new drug” provisions. With the 
authority contained in the Act to regulate the sale of any particular 
drug and the speed with which regulations can be made effective, the 
lack of specific provisions for new drugs has not up to the present 
time been regarded as a serious deficiency in the legislation. 


While the authority to regulate any particular drug is considered 
to be adequate, it has been a question whether there is not needed some 
authority to require notification of the sale in Canada of a new drug 
in order that due steps can be taken, if necessary, to regulate it. Up to 
the present time. the administrators have received adequate notice to 
enable action to be taken where necessary. This, however, is because 
ofthe happy degree of cooperation which exists between the trade and 
the officials and is not due to any legislative requirement. The officials 
are giving serious consideration to this aspect of the introduction of 
new drugs in Canada, and it is anticipated either that some action will 
be taken under the existing authority, if it is sufficient, or, if not, that 
due authority will be sought. 
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Drugs Represented as Treatment for Conditions 
Included in Schedule A 


A discussion of the drug regulations would be incomplete if it did 
not include Schedule A to the Act and its purpose. 


Mention has been made of Schedule B and the authority to add 
to the list of drugs therein contained. The same authority also author- 
izes the Governor-in-Council to add to or remove from the list contained 
in Schedule A to the Act such abnormal physical states, disorders, dis- 
eases, or symptoms of diseases as may be deemed by the Minister of 
National Health and Welfare to be necessary in the public interest 


Schedule A lists 36 such conditions including alcoholism, cancer, 
diabetes, epilepsy, high blood pressure, influenza, infantile paralysis, 
sexual impotence, tuberculosis, ulcers, and venereal diseases. It will 
be seen that it covers the conditions which in the opinion of medical 
authorities should not be left to self-diagnosis and treatment. Whether 
or not the disease is one for which there is a known specific, delay in 
securing proper treatment may well make either a cure or even allevia- 
tion impossible. 

Section 6A of the Act prohibits the importation or sale of any 
food or drug which is represented by label or advertisement to the 
general public as a treatment for any of the conditions named or included 
in Schedule A. The purpose of the Section, therefore, is to make unnec- 
essary the proof that a preparation offered for one of the named condi- 
tions is misbranded in that false or exaggerated claims are made for it. 
Therefore, it may be said to give particular recognition to misbranding 
which is dangerous to health, by creating a special category of subject 
matter and making the proof thereof immaterial to a violation of 
the section. 


With the ease with which such conditions can be added to or 
removed from the list, the administrators are able to exercise reason- 
able control and to keep abreast of developments in the field of 
medical science. 

The inclusion in the list of many of the old and lucrative favourites 
of the patent medicine racketeer reflects the unceasing war which has 
been waged to protect the public. Due to more general scientific know!- 
edge. it might be expected that the public is better informed on medical 
matters today than many years ago and, consequently, is less gullible. 
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If the number of worthless specifics, which are still being offered for 
conditions which have not been made subject to Schedule A, as well 
as the number of devices which are employed in an effort to evade 
Section 6A of the Act, are any guide, it would seem that this is not 
the case. Unless constant vigilance is maintained to enforce Section 6A, 
as well as to keep Schedule A up to date, a noticeable increase might 
be expected in the cure-alls offered for many diseases which have to 
date successfully challenged the best scientific brains of the world. 

Where necessary in the public interest, conditions are added to 
Schedule A, and the latest of these is ‘Disorders of the menstrual flow.”’ 

A perusal of newspaper advertisements, particularly in rural pub- 
lications, showed a large number of preparations being offered to the 
female public for purposes, and in circumstances, which, although not 
so described, could only mean relief from pregnancy. After careful 
consideration of descriptive phrasing, which would not improperly or 
unduly restrict the sale of legitimate remedies for female complaints 
the above phrase was decided upon and by regulation added to Sched- 
ule A. This successfully halted the sale to a credulous public of at 
least worthless, if not dangerous, abortifacients. This particular item 
is commented upon, not so much for the importance of its subject matter, 
as by way of illustration to indicate the operation of Schedule A. 

Under the authority of Section 6A, prosecutions have been con- 
ducted successfully for the sale of preparations for alcoholism, cancer, 
diabetes, high blood pressure, and ulcers, to mention only a few. It 
would be incorrect to assume that worthless preparations are not still 
being marketed in Canada or that there do not occur violations or 
circumventions of the section. It is considered, however, that the objec- 
tives of the section have been substantially achieved. 


Vitamins 


The fourth part of the regulations deals with vitamins, both as 
foods and drugs, and are the first of their kind in Canada, insofar as 
they comprise a complete code of labeling, advertising, and standards 
for one type of commodity. 

The importance being given to vitamins in scientific and merchan- 
dising circles and the degree of misinformation which was being dis- 
seminated concerning them made it desirable to have them the subject 
of special regulations. 
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Through fear advertising, irresponsible persons successfully made 
the public vitamin conscious, and all manner of ills were attributed 
to their lack. In a land abounding with food adequate to supply prac- 
tically all the vitamin requirements of the body, such advertising was 
considered to be dangerous, and the trade as well as the officials of 
the Department felt that the real value of vitamins could be in danger 
of being discredited unless claims for them were put into proper perspec- 
tive. The regulations, accordingly, were prepared after many consul- 
tations with the trade and with persons concerned with matters of 
nutrition and dietary standards in Canada. The first vitamin regula- 
tions were made in 1943 and were revised in substantially their present 
form in 1946. It is of interest to note that since that time no prosecu- 
tion has been necessary for any violation of these regulations. This 
speaks well for the understanding which prevails and for the desire 
on the part of the manufacturers to conduct their affairs within the 
limits of the regulations. It also speaks well for the regulations them- 
selves which permit manufacturers to operate their businesses without 
needless irritation or interference. In the event that other substances 
are similarly developed and exploited, special regulations can likewise 
be made as the circumstances demand. In this connection one immedi- 
ately thinks of amino acids and minerals, but up to the present time 
it has not been found necessary to deal with them in the same way 


as was done with vitamins. 
Among the regulations the following may be of particular interest. 


The use of testimonials regarding the action of any vitamin is 
prohibited on any label or advertising. Assurances or guarantees to 
the public regarding results to be obtained from treatment by 
vitamin medication or from the addition of vitamins to diet are 
similarly prohibited. 

Proper names are given to the various known vitamins, and, irre- 
spective of any trade or other name used, the proper name is required 
to appear at least as conspicuously. 


The general claims which may be made in respect of a vitamin in 
a food, a dietary supplement, or in a drug are limited to the following: 


That Vitamins 
(A) are necessary for the normal functioning of the body, 
(B) aid in growth, 


Canada’s Food and Drug Regulations Page 409 











(C) may help to maintain appetite, and 
(D) may help to maintain normal resistance of the body to infection. 


The regulations provide that a vitamin product that is a food to 
which a vitamin has not been added shall be deemed an “‘excellent dietary 
source” of any named vitamin where it contributes in a reasonable daily 
intake as ordinarily consumed or prepared as directed on the label not 
less than the amounts set forth in the regulations. Similarly, another 
regulation deals with a vitamin product as a ‘good dietary source’’ where 
it contributes not less than the amounts set forth in that regulation. 


No mention may be made of a vitamin in connection with a food 
which supplies less than the amount required to class it as a “good die- 
tary source.” Relating the vitamin content of foods to the ‘‘reasonable 
daily intake’’ recognizes the practical value of the food in its proper 
place in the diet. It remedies the anomaly of a food with a high vitamin 
content per gram, as for example parsley, which has a low consumption 
rate, being rated above another food of lower vitamin content per gram 
but with a higher consumption rate. 


Quantitative expressions of the vitamin content of a food are pro- 
hibited. This is a protection to the consumer against competitive claims 
for foods which are bound to confuse and is a benefit to the producer 
who, due to the natural variation of food products, would be required 
to have extensive and expensive assays constantly made with resulting 
variations in his labeling claims. 


Limits are imposed with respect to the amount of fortification of 
food by synthetic vitamins, and to the claims which may be made for 
a food either as an “excellent dietary source” or as a “good dietary 
source.” In addition to the limits imposed for general claims, the 
regulations provide for the specific claims which may be made for 
each vitamin. 


Minimum and maximum limits are set for the vitamin content of 
products sold as drugs or dietary supplements. The minimum limit 
is designed to protect the consumer against products containing only 
insignificant amounts of the vitamins claimed. Products containing 
more than maximum amounts are considered to be required only in path- 
ological conditions which should be under the supervision of a physician 
Such products cannot be advertised to the general public and must be 
labeled ‘for therapeutic use only.” 
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Cosmetics and Devices 


The definition of a drug was amended in 1939 to add to it: 


any article that may be used for the diagnosis, treatment, medication or 
prev ention of diseases in man or animal; any cosmetic, 


The legislation provided that the whole or any part of it should come 
into force on proclamation. During the period of the war and for some 
time thereafter no action was taken to bring into force the above portion 
of the definition of a drug. 

On July 1, 1946, the portion relating to devices, and on May 1, 
1949, the portion relating to cosmetics, were proclaimed. Up to the 
present time, however, no specific regulations have been made concern- 
ing either devices or cosmetics. These, therefore, will be subject to 
the general provisions of the regulations as they relate to drugs and to 
the extent, of course, that such provisions are applicable. 

Standards of quality have not been prescribed, and it follows that 
the provisions of Section 6, which provides that a drug is adulterated 
if it differs from the standard given in certain named authorities, are 
completely inapplicable to devices and cosmetics. To the extent that 
medicinal ingredients are used in cosmetics, such ingredients must meet 
the standard provided for them. Cosmetics as such, however, are not 
expected to contain a high degree of medication nor are extensive thera- 
peutic claims likely to be made for them. If such claims are made, a 
cosmetic would be considered as a medicine rather than a cosmetic. 


The fact that the definition of a drug includes both cosmetics and 
devices is unfortunate. Notwithstanding the opinion of a great consti- 
tutional lawyer of long ago that “Parliament can do anything except 
change a man into a woman or a woman into a man,’ it would have 
been preferable if cosmetics and devices were treated as individual sub- 
jects in the legislation, rather than to distort the ordinary meaning of 
a drug by including in it things which common sense rejects from it. 

While the review of the regulations has been regrettably lengthy 
and detailed, it is extremely difficult to avoid this in a field so vast and 
complicated. Of necessity, many aspects have been overlooked or inade- 
quately dealt with, while others may appear to have been overgenerously 
treated. It is hoped, however, that the discussion has been sufficiently 
general and objective to present a comprehensive description of the 
Canadian system of delegated legislation in a field so important to the 
public as their food and drugs. [The End] 
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for appraising the safety of chemicals which may be ingested by 

man. The drug field has been adequately discussed by 
Van Winkle, et al. Calvery,2?, White,» and Woodard and Calvery ‘ 
have alluded to some of the problems connected with the additions of 
chemicals to foods. As a general rule, drugs are administered for short 
periods of time so that the duration of the toxicological insult to the 
body is limited. Even though a medicament may possess undesirable 
side effects, these usually are outweighed by the therapeutic actions, and 
the use of the drug can be justified on this basis. On the other hand, 
when a chemical is added to foods, its ingestion literally is forced upon 
the individual, and this may continue throughout his lifetime. Under 
these circumstances, the approach to the appraisal! of its safety for use is 
somewhat different from that for a drug. More emphasis must be placed 
on the development of chronic effects rather than on acute and subacute 
effects as is the case with drugs. For example, carbolic acid (phenol) 
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is practically synonymous with the term ‘‘poison,’ and DDT has been 
considered a quite harmless substance. It has been demonstrated in this 
laboratory that rats can ingest a diet containing one per cent carbolic 
acid for a long period of time without producing much harm to the 
animals. Under similar conditions, rats are injured when the diet con- 
tains 0.001 per cent DDT, which indicates that DDT when consumed 
for long periods of time is at least 1000 times more poisonous than 
carbolic acid. 

As pointed out by White,® our primary concern is with chemicals 
which have little nutritional relation to food. These chemicals in food 
may be roughly divided into two categories, namely, (1) the purposeful 
addition of compounds for preserving, flavoring, or modification of phys- 
ical properties, and (2) the accidental or unavoidable addition of 
chemicals in manufacturing, such as insecticidal spray residues, plant 
sanitation residues, and contamination from the package or container. 


The objective of this paper is to present a discussion of the 
technics and procedures used in the Division of Pharmacology in 
attempting to solve the various phases of the problems. These phases 
may be listed as (1) chemistry, (2) acute toxicity, and mechanism and 
site of action, (3) allergic responses, (4) subacute and chronic toxicity, 
reproduction and paired feeding studies, (5) biochemistry, and (6) path- 
ology. The discussion to follow is taken up in this order and will be 
presented by the staff member most familiar with each particular phase 
of the problem. 





‘'W. B. White, ‘“‘The Addition of Chemi- 
cals to Foods,’’ 2 Food Drug Cosmetic Law 
Quarterly (1947) 475-489 
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I. Chemistry 


Edwin P. Laug 


As the ideal situation, complete chemical and physical characteriza- 
tion of any compound should be prerequisite before it could be admitted 
for food usage. This may be fairly obvious, but the thesis is none the 
less frequently argued, those in opposition taking the stand that, after 
all, a very large proportion of the food we eat is in fact not chemically 
resolved into its recognizable constituents. However, the food we eat 
has had a long test in practical toxicology upon the human species. If 
some of its constituents are unknown, at least the toxic ones have been 
carefully sifted out and discarded. Such a background would be rare 
indeed for any new compound. For this reason alone, any chemical or 
physical knowledge to supplement the comparatively sketchy toxico- 
logical studies (and these mostly on animals instead of human beings ) 
is much to be desired. 


The most important single physical characteristic of a compound 
is its solubility, not only in aqueous media, the common basis of physio- 
logical fluids, but also in fats and oils: So much hinges on this prop- 
erty of solubility that it frequently spells the success or failure of an 
otherwise promising compound. For example, should a compound which 
has useful properties in a food wrapper, but also a measurable toxicity, 
dissolve ever so slightly in food, the compound's toxicity would then cast 
serious doubt on its fitness for use. Other physical characteristics that 
are often of great importance are odor, taste, and color, which need 
not be discussed here. 


Chemical characterization of a new compound is a prime consid- 
eration. It should include complete information on identity, purity, sta- 
bility, and, most important of all, adequate means for quantitative 
detection in micro amounts. The former characteristics are relatively 
easy to obtain, since the source of new compounds today is largely 
synthetic. This usually presupposes precise knowledge of chemical com- 
position and constitution, in contrast to the meager knowledge about 
many naturally occurring compounds of unknown composition. Of com- 
pounds of unknown composition it may be said that, unless there is a 
very large body of collateral information existent, ignorance of chemical 
constitution would certainly be all that is necessary to exclude them 
from use in foods. This most important knowledge about a compound, 
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namely adequate quantitative detection methods, is generally lacking. 
In fact, it can be guessed that only a few per cent of all new compounds 
contemplated for food use can be determined with any reasonable 
degree of accuracy. The seriousness of this lack can be brought into 
even sharper relief when we consider how necessary 2 good quantitative 
method is to the proper evaluation of a compound: (1) Determination 
of solubility by simple physical means alone is frequently impracticable. 
(2) No control operation in a manufacturing plant is reasonably secure 
from error without an adequate chemical method which ensures that its 
product be of uniform composition, free from impurity, and the amount 
of the compound in question held within precise limits. (3) It is impos- 
sible to assemble information on the biochemical behavior of a com- 
pound, discussion of which will be considered in another section. 


In summary, it would not be amiss to restate the thesis that no 
compound be admitted to food usage. unless fully studied on the basis 
of precise detection and adequate characterization of its chemical and 
physical properties. This point of view is based chiefly on the fact 
that it is the correlation of chemical, physical, biochemical, and toxico- 
logical knowledge about a compound which is necessary in order to 
evaluate its safety properly. 


I]. Acute Toxicity, and Mechanism and Site of Action 
Geoffrey Woodard 


The second consideration in the evaluation of the safety of a 
chemical that may find its way into a food is its acute toxicity. By acute 
toxicity we mean the effect that a compound produces when given in a 
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single dose or in multiple doses over periods of 24 hours or less. The 
most convenient expression of the acute toxicity of a substance is the 
LD.,,. This is the amount of the substance (usually expressed in milli- 
grams or grams per kilogram of body weight) which is expected to 
kill one half of a group of animals. The LD,, will vary from species 
to species and with environmental conditions so that it is necessary to 
specify the conditions along with the LD,,. Conditions usually specified 
are: species, route of administration, sex, age or weight range, solvent 
and concentration, and state of nutrition. 


Since the ultimate desire is the estimation of the probable LD., 
for man of a given chemical, experiments should be designed with this 
in mind. Experience has shown that the following items are important: 


1. The chemical should be given orally (since food use is here 
the primary consideration) to groups of animals fasted overnight. The 
number of animals used should be large enough to permit the quantita- 
tive estimation of the LD.,, with a probable error of 20 per cent or less. 
This can be accomplished in most cases by the use of five or six groups 
of ten animals each with dosages being spaced so that the lowest dosage 
group yields one death in ten and the highest group nine deaths in ten 
with the other groups receiving intermediate dosages.® In addition to 
the estimation of the LD,,,, these data also permit the investigator to 
characterize the substance with respect to its abiltiy to produce responses 
over a wide or a narrow range of graded doses. 


2. The LD.,, should be determined on at least three species of 
animals, one of which should be nonrodent. These results will give a 
measure of the species variability that can be expected. 


3. Both sexes should be used to determine whether there is any 
unusual difference in response. Animals used should also be young 
adults, although in special instances it may be desirable to use either 
younger or older animals. After the administration of the chemical, 
the animals should be observed for a sufficient period of time to detect 
any effects due to the chemical. Six days’ observation is usually satis- 
factory, although if effects are delayed four, five, or six days, a longer 
period becomes necessary. A useful measure of the return of the animal 
to normal is the return of its normal rate of weight gain. 


*C. I. Bliss, ‘‘The Determination of the bers,'’ Quarterly Journal of Pharmacy and 
Dosage-Mortality Curve from Small Num- Pharmacology, 11:192, April-June 1938. 
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4. Whenever possible, the solvent should be water. In many cases, 
the material cannot be satisfactorily dissolved or suspended in water 
so that other means must be employed. Solution in vegetable oil is 
often satisfactory. Suspending agents may occasionally be employed, 
but extreme care must be taken to avoid complications arising from 
the physical or chemical nature of the suspending agent. Solvents such 
as alcohol, glycerine, glycols, and the like should be avoided because 
of their own pharmacological actions. The concentration to be used 
is always a problem since the toxicity of a chemical may often be influ- 
enced by this factor. However, it has been our experience that concen- 
tration does not play a significant role if it is such that the volume 
administered falls between 10 and 50 milligrams per kilogram of body 
weight for water solutions or suspensions and between 5 and 30 milli- 
grams per kilogram for oil solutions. 


5. The substance may be administered by stomach tube, capsules, 
or by mixing with the animals’ food. In no case is it necessary or advis- 
able to anesthetize the animals in order to administer the dosage. 

There are numerous other factors of less importance, but which may 
cause unusual results in a few cases. Some of these are: variation in 
environmental temperature, variation in crowding animals, variation with 
season, and variation in diet, particularly in the larger animals. It is 
always advisable to choose a set of standardized conditions approxi- 
mating normal. 


Mechanism and Site of Action 


Along with the study of the acute toxicity goes the study of the 
mechanism and site of action of a substance. Therefore, the LD.,, for 
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intravenous as well as oral administration should be determined. The 
symptoms observed from both oral and intravenous administration should 
be carefully recorded. The effect of the chemical upon the blood pres- 
sure of the anesthetized dog should be determined, and other observa- 
tions that can be made upon this animal, such as changes in heart 
rate, respiration, intestinal activity, etc., should also be made. Examina- 
tion of blood and the formed elements of the blood of acutely poisoned 
animals many times reveals otherwise unsuspected findings. 


By this time, the investigator should have enough clues concerning 
the mechanism and site of action of the chemical to enable him to design 
experiments to definitely establish both mechanism and site. Depending 
upon the individual case, these experiments may involve studies on iso- 
lated tissues or organs, careful pharmacodynamics, electrocardiograms, 
electroencephalograms, chemical antidotes, chemical studies of blood 
pigments, isolated loop or pouch studies, renal clearance, etc. 


Interpretation of Results 


First of all, the relationship between intravenous and oral LD.,,'s 
usually indicates the extent and rate of intestinal absorption. The rate 
of destruction and/or elimination determined by renal clearance or slow 
intravenous infusion methods will also quickly indicate whether there 
is any likelihood of acute poisoning occurring in man. 


The slope of the dosage-mortality curve obtained in the determina- 
tion of the LD.,, is a measure of the variability in response that may be 
expected with the chemical. Very “‘flat’ curves indicate that occasional 
instances of extreme sensitivity to the chemical can be expected. This 
fact makes the estimate of a safe dose very difficult. On the other hand 
a ‘‘steep’’ curve indicates little variability and consequently permits a 
better estimate of a safe dosage. For example, diethylene glycol is a 
substance which in most species of animals gives rise to a “‘flat’’ dosage- 
response curve. This flatness was reflected in the human poisoning cases 
with diethylene glycol in which some individuals died from very small 
does whereas others survived relatively large doses. In contrast to 
diethylene glycol is the experience with a toxin occurring occasionally 
in clams and mussels called gonyaulax toxin. Here, the dosage-response 
curve is ‘‘steep’’ so that a quarter of the human fatal dose can be eaten 
with at most only mild toxic symptoms. For this reason it has been 
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possible to estimate a maximum limit of the toxin that can safely occur 
in canned clams and mussels. 


The determination of the mechanism and site of action of the chem- 
ical will allow the investigator to evaluate the relative seriousness of 
the poisoning and will indicate which organs may be expected to be 
damaged during chronic exposure to the chemical. Furthermore, an 
understanding of the mechanism of action will suggest antidotal therapy 
in cases of accidental poisoning. 


Finally and most important of all, the LD,,s obtained upon the 
several species will enable one to estimate with some assurance the 
probable acute toxic dose for man. If all of the LD.,,’s are of the same 
order of magnitude, it is usually safe to assume a similar LD,,, for man. 
Cyanide is a good example of a chemical which has approximately the 
same LD.,, for most species of mammals, including man. If, however, 
there is a wide variation of LD,,.s among species of test animals, the 
estimation of the probable LD.,, for man is much more difficult. In 
some cases, the estimate can be based upon man’s position in the phylo- 
genetic scale in relation to the test animals. In other cases, the estimate 
must be based upon known biochemical and metabolic similarities of 
man with the test animals. For example, a chemical that may produce 
methemoglobinemia as its characteristic effect can be tested in the cat 
or dog, which are known to yield this response similarly to man. Tests 
in rats and rabbits, which are known to produce practically no methemo- 
globinemia in response to such chemicals as acetanilide and nitrobenzene, 
would obviously be of little value in estimating this particular hazard 
for man. Where adequate knowledge of similarities between man 
and the test animal is not available, it is safest to assume that man 
is at least as sensitive as the most sensitive species of animal tested. 


Ill. Allergic Responses 
John H. Draize 


This discussion is restricted to a consideration of the technic 
employed for the determination of certain potential allergic reactions 
which may result from exposure to chemicals added to foods or to such 
chemicals as are used in food processing or packaging. These include 
surface active agents, antioxidants, preservatives, synthetic sweetening 
agents, synthetic rubbers, resins, plasticizers, and so on. The routine 
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testing of these materials for allergenicity involves an intracutaneous 
injection technic in guinea pigs. 


Although the ideal test subject for the determination of sensitization 
is man, for obvious reasons the use of this subject is not always feasible. 
The white male guinea pig has been shown by Landsteiner and Jacobs * 
to be a reasonably satisfactory test animal. The procedure used by the 
Food and Drug Administration is similar, with slight modification, to 
that used by these authors. 


White male guinea pigs weighing 300 to 450 grams subsisting on a 
commercial rabbit pellet ration supplemented with greens (kale or 
lettuce) are identified and hair removed from back and flanks by close 
clipping. A 0.1 per cent solution or suspension in physiological saline 
of the material to be tested is injected intracutaneously using a 26 gauge 
hypodermic needle. The injections are made every other day or three 
times weekly until a total of ten have been made. The ten sensitizing 
injections are made at random in an area of the back and upper flanks. 
This area measures three or four centimeters square. The retest in- 
jection is made in an area just below the region or sites of the sensitizing 
injections. The first injection consists of 0.05 milliliter, while the re- 
maining injections consist of 0.1 milliter. Two weeks after the tenth 
injection, a retest injection is made using a 0.05 milliliter freshly pre- 
pared solution or suspension as before. Twenty-four hours later a 
reading of the diameter, height, and color of the reaction is made and 
compared with similar readings taken after the first injection. If values 
for the retest reading are substantially higher than for the initial read- 





7K. Landsteiner, J. Jacobs, ‘‘Studies on ical Compounds,"’ Journal of Experimental 
Sensitization of Animals with Simple Chem- Medicine, 61:643-656, 1935. 


Page 420 Food Drug Cosmetic Law Quarterly—September, 1949 











ings, the substance can be said to have produced sensitization. The 
degree of sensitization is proportional in part to the increase in those 
readings. 


When dealing with powerful sensitizing agents, simple topical 
application or painting of 0.05 milliliter of a one or two per cent solu- 
tion in some organic solvent such as ethyl alcohol, n-hexy] alcohol, or 
acetone is sufficient to produce sensitization in guinea pigs. A solu- 
tion of 0.1 per cent in acetone is usually satisfactory for the retest. 
This procedure is suitable only for substances exhibiting marked sensi- 
tizing properties. 

In the older technics employed for testing for potential sensitization, 
the resulting skin reactions were designated according to their severity 
into five categories, namely, from 0 to ++++ (4 plus). It will be 
readily appreciated that such a system of recording results may allow 
for wide individual variation in the interpretation of a given reaction. 
Therefore, the technic as presented here permits assignment in simple 
arithmetical values of quantitative measurements of skin reactions. 
Finite measurements of a given reaction are greatly to be desired over 
the older procedures which relied on vague qualitative interpretations. 
In addition, the assignment of numerical values to observed physiological 
phenomena makes possible the statistical treatment of the data and 
facilitates the interchange of data for comparative assay purposes among 
the various laboratories. 


IV. Subacute and Chronic Toxicity 
O. Garth Fitzhugh 


There is no short-cut method for the determination of the chronic 
toxicity of a new substance proposed for addition to food or of one, 
such as a pesticide, which in a necessary use contaminates food. Since 
the major question raised concerns the public health hazard that may 
be associated with the eating of such material, feeding the compound 
to experimental animals over a protracted period is the basic procedure 
to follow. Observations should be made on the rate of growth, food 
and water intake, fertility, mortality, general appearance, and behavior 
of the experimental animals. Blood and biochemical studies should be 
made during the experimental period. Upon completion of the feeding 
period, all animals should be autopsied for gross changes in the organs. 
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the principal organs should be weighed, and tissues preserved for histo- 
pathological study. Animals showing significant loss in weight, the 
development of a tumor, or other evidences of severe abnormality during 
the experimental period should be sacrificed and the tissues preserved 
for histopathological study. Tissues of animals dying within the ex- 
perimental period also should be preserved for study. With these facts 
in mind, a general plan which is designed to throw light on this question 
is given below. 


Subacute Experiments 


The first consideration for a chronic study is a “pilot'’ experiment 
designed to serve as a guide in planning a long-term experiment. Be- 
ginning with weanling rats, several dosage levels are administered for 
periods of two to four months, thus covering the period of rapid growth. 
Four groups of weanling rats of the same sex are probably the minimum 
which can meet the requirements. These rats are carefuly selected in 
regard to age and size and distributed at random into groups as follows: 
(a) control, (b) a low dosage level in the test diet which will be at 
least ten times the level of the substance as proposed for use or likely 
to be found in a particular food, (c) the highest level which the animals 
can tolerate, and (d) a dosage which is halfway between (b) and (c). 
If it is found later that an insufficient number of dosage levels was 
started, other groups of rats may be added at any desired feeding level 
without interfering with the interpretation of results. 


For a second species, four dogs usually suffice and are assigned 
one to each group as follows: (a) control, (b) a low level which may or 
may not produce injury, (c) a near maximum level as determined by 
the rat experiment, and (d) a middle level which usually is halfway 
between (b) and (c). 


The two series of animals are fed their respective diets for a 
period of two to four months. Certain observations and determinations 
are made including body weight change, food consumption, general 
activity and behavior, blood counts, and qualitative urine analysis. At 
the termination of the experiments, autopsies are performed on all 
animals. The principal organs are weighed and tissues are preserved 
for microscopic examination. 
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Long-Term Studies 


An appraisal of the data from the subacute toxicity investigation 
will permit the setting up of a well-planned chronic toxicity experiment. 
If the lowest dosage in the short-term feeding experiment in the rat 
has produced no demonstrable effects, the compound may be regarded 
as promising, and a thorough study generally is justified. For this pur- 
pose, not less than two species of animals are used, with one species 
observed for the approximate lifetime of the animal and the other for 
at least one year. Since the albino rat is a well-standardized animal 
and has a life span of about two years, it is the most convenient test 
object for long-term feeding experiments. A nonrodent should be used 
for the second species, and either dogs or monkeys are suitable. 


The exact concentrations of the proposed food constituent which 
should be added to the various diets in a long-term study will depend 
upon the results of the subacute feeding experiment. The lowest dosage 
is adjusted so that no damage can be expected to occur within the two- 
year period. Numerous s@udies in this laboratory have shown that small 
dosages of substances may not produce toxic symptoms until well 
toward the end of the lifetime of the rat. Some examples have been liver 
tumors from small dosages of selenium and of thiourea, neurofibromas 
on the ears of rats fed ergot, and marked emaciation and partial paralysis 
in rats fed diets containing a rancid fat. Since a few of both the experi- 
mental and control animals may have normal lifetimes of somewhat 
more than two years, it is advisable to sacrifice these remaining animals 
at some arbitrary time, such as two years. 

In the rat experiment, at least four groups of animals, each con- 
sisting of a minimum of ten males and ten females, are employed and 
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distributed as follows: (a) a control group, (b) a group on a diet 
containing 100 times as much of the ingredient as is proposed for 
use in food, (c) a group fed a diet containing the highest tolerated 
amount of the substance, and (d) a group given an intermediate dosage 
level. The intermediate dosage can be selected after the other two are 
determined. Weanling littermates are distributed equally according to 
sex and size among the above groups. Rats are housed individually 
in an air conditioned laboratory and records kept of all observations 
for the duration of the experiment. A larger number of rats per group 
and more dosage levels of the substance under study will aid in the 
interpretation of results. 


In a similar experiment, dogs or monkeys are used in groups of 
at least three animals each on four dosage levels. These are assigned 
to (a) a control group, (b) a group on a low level which will produce 
no damage, (c) a group on a high level which approaches the tolerated 
amount, and (d) a group on a middle level which may or may not 
produce injury. Dosage levels are kept adjusted to the body weight 
changes. 


Blood studies consisting of complete cell counts and hemoglobin 
determination are made at intervals of about three months on repre- 
sentative animals in each group. In the case of rats, usually ten animals 
from a group are sufficient, while in the case of the dogs or monkeys, 
it is preferable to study all of them. Biochemical studies on the chronic 
animals are made as outlined in another section of this article. 


Reproduction Studies on Rats 


Groups of sixteen female and eight male weanling rats are placed 
on the control diet and on each of the experimental diets. When 100 
days old, they are mated. They are mated again ten days after weaning 
of the first litter (F la). 


Sixteen females and eight males from the second litters (F lb) are 
selected from each group at weaning and continued on their respective 
diets. When 100 days old, they are mated; then ten days after weaning 
the first litter (F 2a), they are mated again. 


This procedure is repeated with the F 2b rats to produce second 
litter (F 3b) of the third generation. When these are 21 days old, 
they are sacrificed, autopsied, and studied histologically. 
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In breeding, the male animals are rotated within each group weekly. 
Records are kept of mating, number of pregnancies, young in the litter 
at one, five, and twenty-one days and the weight of the litter at 21 
days. If the litters are greater than ten in number, they are reduced 
to this number on the fifth day. Each group of rats is kept on its specific 
experimental diet throughout the test period. Parent generations are 
sacrificed and autopsied after the second litters are weaned, and young 
not selected for generation study are destroyed. 


On completion of the chronic studies as outlined above, a critical 
analysis of the data by any recognized statistical method will permit 
a logical decision to be reached regarding possible chronic effects re- 
sulting from the use of the proposed substance. A substance proposed 
for use in foods should show no chronic toxicity to animals in an amount 
equivalent to 100 times the amount which is proposed for use in the 
total human dietary, that is, a safety factor of at least 100 should be 
present. 


Paired Feeding 


Paired feeding becomes important when administration of materials 
in a diet produces inanition in animals from an interference with their 
food consumption. Such substances have an unpleasant taste, poor 
texture, large bulk, or other property which makes the new diet radically 
different from the animal's accustomed diet. In the paired feeding 
experiment, at least ten pairs of littermate weanling rats of the same 
sex and approximate size are used for the control and experimental 
diets. One member of each pair is placed on the experimental diet and 
the other is placed on the control diet. The experimental dosage level 
selected from information gained in the “‘pilot’’ experiment is one which 
definitely produces inanition or other toxic manifestation. Food con- 
sumption is determined daily and the control animal is fed an amount 
of food equal to that which the experimental animal ate on the pre- 
ceding day. In all other ways the paired feeding animals are treated 
in a manner similar to those in the subacute experiment. 


At the termination of the experiment, autopsies are performed, the 
principal organs are weighed, and tissues are preserved for microscopic 
examination. Growth curves are drawn for each animal, and the pairs 
are then compared. A statistical evaluation of the data will permit an 
interpretation of the cause and importance of the inanition. 
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V. Biochemistry 
Edwin P. Laug 


While the toxicologist sets out to find whether a compound is 
toxic or nontoxic, the biochemist sets out to find why a compound 
is toxic or nontoxic. In order to do this, he must trace the path of the 
compound through the body, considering absorption, excretion, storage, 
detoxification mechanisms, and possible utilization by the organism. It 
need hardly be repeated that the cornerstone of effective biochemical 
studies requires a precise quantitative micromethod for detection of 
the compound in question. To some it may seem superfluous to know 
why a compound is toxic, for, if it is, then for all practical purposes, its 
use is either seriously restricted or not admitted at all. While such 
a clear-cut appraisal may be true for the class of compounds which 
are frankly toxic, and therefore of little use, it is certainly not true 
of that class of compounds which may be moderately toxic, but in spe- 
cialized uses extremely valuable. A few examples should suffice to 
show why bjochemical information is so useful in the evaluation of the 
safety of a compound. (1) Consider compounds A and B, both with 
approximately the same acute toxicity. If the biochemist were able to 
determine that compound A was potentially available to the body as 
a source of energy, while compound B was not, then there could hardly 
be any doubt about the choice of compound A. (2) Consider com- 
pounds C and D also of low toxicity. Following oral administration, 
analyses of urine and feces show that a large proportion of C appears 
in the urine, while practically all of D is found in the feces and none 
in the urine. This would indicate ready access of compound C into 
the organism, reason enough for excluding it in favor of compound D. 
(3) Consider compounds E and F of essentially equal acute toxicity, 
but on subacute oral exposure Jasting three weeks, compound E shows 
greater toxicity. Examination of the tissues of the animals shows marked 
storage of compound E, with little or none of compound F. Here 
storage in the tissues can be regarded as a potential hazard, and ex- 
plains the increase in subacute toxicity of compound E over F. Com- 
pound E would therefore be excluded from consideration. 


In addition to the examples cited above, there are many ways in 
which biochemical studies may supplement the findings of not only the 
toxicologist, but also the pathologist. The importance to be attached 
to their findings on a particular species can be materially influenced 
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by biochemical observations where these show that the species in ques- 
tion bears a close metabolic resemblance ta man with respect to the 
substance under investigation. Frequently the demonstration of tissue 
damage in an organ of excretion such as the liver or kidney can be 
correlated with storage of the compound in and/or its excretion via these 
organs. 

Chronic toxicity studies which are to last over the lifetime of an 
animal very frequently must involve some uncertainty in the setting of 
appropriate dosages. !f the dosages are too high or too low, it may 
not be apparent until valuable time has been lost; here, biochemical 
studies frequently may be of great value when conducted on groups 
of short-term “pilot’’ animals in pointing to possible stresses in the 
machinery of excretion, detoxification, and so forth. In short, valuable 
“steers may be given to the long-term experiments before it becomes 
impossible to rectify dosage errors. 


Any method which enables the detection of tissue damage before 
irreparable lesions have occurred is much to be desired. It is sometimes 
possible by means of functional tests, such as excretion of dyes by the 
kidney or liver. to assess damage which would only later be discerni- 
ble at autopsy. Here, biochemical methods come to the fore, and are 
used in fact in much the same way that clinical evaluations are used. 
Finally, the addition of enzyme studies to the armamentarium of bio- 
chemistry may enable the detection of enzymatic dysfunction of the 
important systems by toxic compounds before any morphological modi- 
fication of the tissue is discernible. This last approach seems most 
promising, but has not yet been fully explored. 


VI. Pathology 
Arthur A. Nelson 


Pathology as used in this section means primarily gross and micro- 
scopic morphological pathology, in other words, pathological anatomy 
and histology, and not functional pathology such as chemical alterations 
in blood and urine, variations in neuromuscular or psychological norms, 
and so on. 

Since the ideal cannot ordinarily be attained easily or without undue 


expense, practical considerations dictate that the amount of pathological 
study bear a relation to the amount of the chemical in the food in question. 
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its toxicity, the percentage of the diet made up of that food, and the 
period of time over which an individual may consume the food. 


In the case of a food stich as bread or milk which forms one of 
the major fractions of the average diet, and which might be consumed 
over a large part of the lifetime of an individual, detailed pathological 
studies on several species of animals are a necessity. In the recent past, 
for example, this has been done by various laboratories on flour bleaching 
agents. By detailed study is meant autopsy and gross examination of all 
experimental and control animals, except perhaps those in which the 
experimental period has been only a day or two, and microscopic exam- 
ination of all major organs and tissues in sufficient numbers to make 
reasonably certain whether the chemical is or is not causing injury or 
change in any of them. If there is any effect, then the examination 
should be detailed enough to show the lowest dosage level of the 
chemical capable of producing it in even the slightest degree. 


In the case of foods such as salad dressing or pickles, which are 
not major components of the diet for most people, pathological studies 
in connection with proposed chemical ingredients could reasonably be 
less detailed. Generally speaking, pathological studies perhaps ought to 
be lessened in about the same ratio as the other types of study. As a 
minimum, however, detailed microscopic (and, of course, gross) exam- 
ination of enough animals to give statistical significance to the results 
would still be a necessity. 


A list of organs routinely examined in our dogs may be of some 
help as a guide. These include lung, heart, liver, spleen, pancreas, gall 
bladder, lymph nodes, stomach, small intestine, colon, kidney, adrenal, 
urinary bladder, testis (or ovary), prostate (or uterus), thyroid, para- 
thyroid, submaxillary salivary gland, four levels of brain, hypophysis, 
bone, bone marrow, and voluntary muscle. Some of these are omitted 
if the animal is essentially normal on gross examination and if other 
dogs fed the same substance have been examined in the more detailed 
manner and the organs in question found to be normal. Rabbits and 
smaller animals,get an examination only slightly less detailed than do 
dogs and monkeys. 

Tissue fixatives and staining techniques, in addition to the routine 
ones, generally will be required to at least a small degree. Examples 
are special stains for identification of pigments, fat stains on frozen 
sections, stains for glycogen, and imprints or smears of bone marrow. 
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The procedures outlined here are neither complete nor inflexible. 
Other laboratories may stress certain procedures or use certain species 
of animals which are used infrequently here, and vice versa, because of 
circumstances of available help, equipment, etc., and because such pro- 
cedures have been found to be reliable and to furnish the most valuable 
information for the effort expended. . 


The most legitimate objection that may be made to the inclusion of 
microscopic pathological study in a chronic toxicity experiment is that 
if growth, mortality, and reproduction are unaffected, and if gross 
examination at autopsy shows no difference from the controls, then 
microscopic examination would (according to the objector) in all proba- 
bility show no difference. There are several reasons why it should 
be done nevertheless. First is the difference between “‘in all probability” 
and certainty; in other words, one just cannot tell until he looks. Second, 
there is the matter of having additional valuable data on record. Third, 
there is the fact that while major degrees of tissue damage are usually 
observable grossly, it is distinctly frequent that minor or moderate 
degrees of damage are not, for one reason or another, observable on 
gross examination; neither may certain areas of severe damage, as, 
for example, within the rat thyroid or adrenal. Generally speaking, 
slight but significant microanatomical effects frequently will be found 
at a dosage level where mortality and weight are unaffected. 


No matter what amount of pathological study is done, at least a 
little and sometimes much of its value is lost if it is not done with good 
control material, and against a background of experience. 


Only in comparatively recent years has it become generally realized 
how many deviations from the ideal “normal” microscopic appearance 
of the organs of laboratory animals can be caused by even slightly 
suboptimal diets, how many changes induced during experimental pro- 
cedures are simply the nonspecific ones of inanition, and how many 
“spontaneous” pathological changes may be found in control animals, 
especially older ones. Therefore, without adequate control material 
a pathologist must (or at least should) think first of every other possi- 
bility than a specific effect of treatment when he sees a gross or micro- 
scopic anatomical deviation from the ideal “normal.’’ Under the 
circumstances stated, it is often difficult to make the differentiation. If 
only obvious abnormalities in uncontrolled experimental animals are 
to be considered, much may be missed. 
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Control animals in experiments involving repeated subcutaneous 
injections, stomach tubing, and so on, should not be simply untreated 
animals, but should be given injections and tubings as similar as possi- 
ble to the test group, except of course for the presence of the chemical 
to be tested. 

Particularly with the larger and more expensive animals, it be- 
comes necessary to consider a certain ‘safety in numbers.” A chemical 
may cause the appearance of a lesion of considerable significance in, 
for example, only one-fourth of the treated animals. Assuming then that 
only two or three dogs or monkeys had been examined, there is a 
very good chance that those two or three would not include an affected 
animal. In the toxicological study of an important problem, more than 
two or three such animals ought to be studied. This is the same principle 
of statistical significance used in determining an effect on weight or 
mortality. 

An excellent stimulus to objectivity in examination is for the pathol- 
ogist not to know, until a preliminary report has been made, which 
are control and which are treated animals. He should always be in- 
formed of the exact nature of the treatment and the effects observed. 
however, in order to know what changes to especially look for, and 
to aid in their evaluation. 

Tissue alterations resulting }rom the administration of drugs or 
chemicals are /requently not of a new or special type; rather, there is 
often but an increase in the incidence or degree of some type of ab- 
normality already present in that particular laboratory strain of animal. 

The above is but another way of saying that enough animals must 
be examined to give the observations statistical significance, and that 
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the common ‘spontaneous’ lesions absolutely cannot be disregarded. 
For example, older rats on control diets may show a relatively slight 
degree or incidence of a chronic nephritis or nephrosis. Their mates 
fed a certain chemical may show the same histological changes in the 
kidney, but the process, on the average, will be of greater intensity 
or frequency. If such a difference is beyond the reasonable bounds of 
chance, it should be considered an effect of the chemical. The same 
type of observation and reasoning holds true for many other organs 
and lesions. When more specific effects of a chemical, such as hemor- 
rhage and massive liver necrosis, are observed, there is, of course, little 
doubt as to the agency responsible. 

Each species of animals has its own particular set of tissue reac- 
tions to injury. A given chemical may severely damage a certain organ 
in one species and have no effect on the same organ in another species. It 
is reasonable to assume that some human beings react to a given chemical 
like mice, others like dogs, others like guinea pigs. The best approxima- 
tion we can make as to the safety of a given chemical for man is by 
considering all of its effects on several species of animals. 


This thought will be more fully developed in the next section. 


Discussion and Summary 
Arnold J. Lehman 


The body of knowledge accumulated as the result of the above- 
described studies has for its purpose the determination of the relative 
safety of the chemicals proposed for addition to foods or likely to con- 
taminate foods. 


To accomplish this as accurately as possible, all phases of the 
project must receive careful consideration. For example, if one relied 
solely on the acute oral toxicity of a substance as a measure of its 
potential toxicity, such interpretation might be disastrous. A case in 
point is the beta isomer of benzene hexachloride. It is not possible to 
administer enough of this material in a single dose by the oral route 
to produce fatalities in animals. However, the isomer produces serious 
injury when ingested chronically in minute amounts. In addition, bio- 
chemical studies have revealed that the compound has the undesirable 
property of being highly cumulative. 
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While it is not especially difficult to evaluate a set of pharma- 
cological data which lead to the conclusion that the substance being 
investigated is a poison, it is extremely difficult to conclude that any 
chemical is safe for human consumption. It would be difficult, if not 
impossible, to set up a number of criteria which, if met, would auto- 
matically make the compound safe for use. Each chemical must be 
evaluated as a separate entity by individuals with adequate scientific 
background and experience. Without going into the various criteria 
which these evaluators use, it might be worth while to list some of the 
considerations which must serve as the framework for fixing these 
criteria in place. 


The first consideration is the transference of animal data to what 
might be expected for man. Experience has shown that if all of the ex- 
perimental datawobtained in the preceding outline are correlated, a good 
estimate of the probable effect on man can be made. In some cases, it is 
possible to compare the effects of the chemical with a drug or compound 
which has a known history on both man and animals. In other cases, 
the comparative biochemistry of man and the various species of animals 
used will serve as a guide for evaluating the data obtained. Finally, 
there are compounds which produce effects in animals that are so alarm- 
ing that one has no hesitation in excluding such compounds from further 
consideration. For example, if a chemical has been shown to possess 
carcinogenic properties, there would be no question in applying animal 
data to man. The recent experience with canine hysteria induced by 
agenized flour is an instance where, even though no conclusive evidence 
of human toxicity has been reported, prompt acceptance of the animal 
data resulted in the removal of agenized flour from the human dietary. 


The second factor that must be kept in mind is the apparent hetero- 
geneity of man as compared with the relative homogeneity of experi- 
mental animals. Normally, laboratory animals exist under controlled 
conditions, are fed adequate diets, and are in good health. If a chemical 
is added to human food, however, it is eaten by all people, the young 
and old, those suffering from various pathological conditions, and those 
existing in borderline states of nutrition. Obviously, all of these con- 
ditions are not and cannot readily be duplicated in animal experiments. 
About the only compensation that can be made is the provision of an 
adequate margin of safety in establishing safe levels for the particular 
chemical in a food. 
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The third consideration which is all too often overlooked is the 
other sources of exposure to a given chemical. These other sources 
may include industrial exposure to the chemical, the natural occurrence 
of the chemical in drinking water or edible plants and animals, and 
existing or proposed uses of this chemical in other food products. Here 
also should be mentioned the possibilities that a chemical may act 
synergistically with other constituents of the diet, may alter intestinal 
absorption, may interfere with utilization of accessory food factors, and 
may increase the ease with which allergic conditions can be produced. 

Since man is the ultimate consumer of the chemical to be added 
to foods, clinical trials are certainly to be desired. With any such under- 
taking, one must take into account not only the fact that the investiga- 
tions deal with minimal (nevertheless important ) pharmacological effects, 
but also the above-mentioned heterogeneity of the human race. To 
evaluate this heterogeneity requires careful studies in large segments of 
population and presents serious technical difficulties. The usual approach 
is to select moderate numbers of volunteers, and fix the experimental 
conditions with as much precision as possible. Human volunteers even 
in moderate numbers are difficult to obtain; hence, considerable reliance 
must be placed on the results of animal experimentation, and this ac- 
counts for the emphasis placed on the objective of a 100-fold margin 
of safety. 

The salient features of the technics and procedures as presented 
may be outlined as follows: 


I. Chemistry 

1. Solubility 
a. Water, oils, and fats 
b. Physiological fluids 

2. Chemical characterization 
a. Composition and constitution 
b. Stability, purity 

3. Quantitative detection in micro amounts 


Il. Acute Toxicity and Pharmacodynamics 


1. Oral LD wo in several species 
a. Variations between species 
b. Variations between individuals in same species 
c. Variations between sexes 
d. Effect of concentration, age, weight, season, 
environment, and nutritional state 
2. Pharmacodynamics 
a. Intravenous toxicity for determining effect on 
cardiovascular, respiratory, and gastro- 
intestinal systems, etc. 
b. Effect on specialized organs and tissues 


Toxicity of Chemicals in Foods Page 433 








III. Allergic Response 
1. Sensitizing reactions in guinea pigs 





IV. Subacute and Chronic Toxicity 
1. Subacute toxicity (2 to 4 months’ feeding) 
A. Rats 
a. Control 
b. A low level of feeding about 10 times 
amount of the chemical as proposed for 
use in foods 
c. An intermediate level which may or may 
not produce an effect on the animal 
d. The highest level which the animal can 
tolerate 
B. Dogs 
a. Control 
b. Low level at which no effects may be 
observed. 
c. Something less than the maximum tol- 
" erated level. Effects may be noted 
d. A near maximum level. Injury can be 
expected 


2. Chronic (long-term) toxicity 
A. Rats 
a. Control 
b. A level of feeding which will give at 
least 100 times the concentration in the 
diet as proposed for food use. 
c. A level which may or may not produce 
injury 
d. The highest tolerated amount which can 
be fed. Injury can be expected. 
B. Dogs or monkeys 
a. Control 
b. A low level which will produce no effects 
c. A middle level which may or may not 
produce injury 
d. A high level approaching the tolerated 
dose 
3. Reproduction studies 
a. Effect of chemical fed continuously through 
three generations of rats 


4. Paired feeding 





V. Biochemical studies 
1. Absorption, distribution, and excretion ) 
2. Detoxification mechanism and fate 
3. Organ function tests 
4. Studies on enzymés 


VI. Pathology 
1. Gross examination of organs and tissues 
2. Detailed histological examination of organs and 
tissues of control and experimental animals f 


[The End] : 
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The Evolution of Rational Therapeutics 


RATIONAL THERAPEUTICS IS A FAIRLY RECENT DEVELOPMENT 
IN MEDICAL PROGRESS DESPITE THE FACT THAT DRUGS AND 
ARTICLES PURPORTING TO BE DRUGS HAVE BEEN EMPLOYED 
IN THE TREATMENT OF DISEASE SINCE TIME IMMEMORIAL 


BY R. T. STORMONT, M. D. 





a full understanding of the present day attitude toward medicinal 

preparations. With an appreciation of the development of our 
knowledge concerning methods of evaluating agents recommended 
for the treatment of disease, it is easier to analyze the status of the 
many drug preparations which are on the market today and to predict 
the probable future trend in therapeutics. A rather brief discussion of 
some of the salient features involved in the evolution of drugs from 
ancient times up to the present probably will suffice for the purpose of 
this thesis. 


\ STUDY of the history of drugs and therapeutics is*necessary for 


The use of drugs or preparations intended for therapeutic purposes 
is perhaps as old as man himself. Prehistoric man undoubtedly em- 
ployed medications or procedures of various kinds in his attempt to 
mitigate or cure such visible lesions or subjective ailments as afflicted him. 
It is not unlikely that his conception of the nature of disease and means 
of alleviating it was much the same as that found today among isolated 
uncivilized tribes. 


Remedies Favored by the Primitive Mind 


Primitive people are apt to view disease as being due to evil in- 
fluences or supernatural forces, and believe that some kind of magic is 
required for combatting such a condition. In the primitive mind, three 
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types of magical remedies have found favor. One type stems from 
the belief that objects or circumstances which bear some apparent similar- 
ity in color, shape, form, or other respect are fundamentally related. 
Thus, there are primitive tribes which regard a yellow plant or animal 
material as being of value in the treatment of jaundice. Parts of plants 
which resemble organs or portions of the body are considered to exert 
an influence over them. This notion pervaded medical thinking through 
medieval times, and one may still find a few exponents of the “doctrine 
of signatures” in our modern society. Another class of magical remedies 
originated from the conviction that objects which have been in contact 
or juxtaposition at one time continue to exert some effect over each other 
even when widely separated at a later date. It was thought that a wound 
could be affected in various ways by treatment of the weapon or instru- 
ment which had been responsible for the injury. Moonstones, which were 
believed to have been formed in the earth under the influence of the 
moon, were used in the treatment of certain forms of insanity presumed 
to have been caused by exposure to the moon's rays.’ The third group of 
primitive magical remedies is made up of complex systems of ritualistic 
mumbo-jumbo and incantations. Hypnotism in many ways may be con- 
sidered a modern outgrowth of the witch doctor's practice and art. Not 
infrequently, primitive man combined ritual and incantation with the 
administration of drugs. This practice enjoyed considerable popularity 
in medieval times and might be regarded, in some respects, as a fore- 
runner of the ritualistic practice of some individuals today who are not 


1C. C. Mettler, History of Medicine, 
p. 173, Philadelphia, 1947 
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content to allow a simple head cold to remain “‘under-medicated” as 
long as antacids, steambaths, purges, ultraviolet radiation, gargles, fruit 
juices, herb teas, and vitamin tablets are available to bolster the effects 
of nose drops, analgesics, and whatever else of alleged value may be 
at hand in the medicine cabinet or herb cellar. Until a “‘specific’’ is 
found for a given disease condition which does not appear serious enough 
to warrant the services of a physician, one must be content to let nature 
follow its course unaided or select treatment from a host of remedies 
and therapeutic procedures which may or may not have some merit in 
relieving certain symptoms. 


Early Use of Drugs 


The Babylonians, Assyrians, and Egyptians provided us with the 
first documentary evidence regarding the use of drugs. Babylo-Assyrian 
physicians employed a combination of incantation and ritual procedure 
with administration of drug preparations of animal or plant origin in 
combatting the mysterious forces which were believed responsible for 
specific ailments or malfunctions of various parts of the body. Our 
knowledge of Egyptian therapeutics has been obtained, in large part, 
from interpretation of the ““Ebers Papyrus’ which describes in some 
measure the alleged merits of approximately 700 drugs, including such 
articles as crocodile fat. With the exception of opium, very few of 
these medications have survived to enjoy present day usage. The early 
Arabians and Hindus wrote a great deal about drugs, but their principles 
of therapy were also based on empirical trial. Nevertheless, the Arabs 
are credited with the introduction into therapeutics of such substances 
as castor oil, camphor, and senna. 


An Approach Toward Rational Therapeutics 


Hippocrates and other Greek physicians of his time began to look 
with disfavor upon many of the medications in use, and thus we can 
see the beginning of a trend toward drug nihilism, or what might be 
called an approach toward rational therapeutics in the light of the 
existing knowledge concerning disease. However, the early Roman 
physicians did little to advance drug therapy, and the empirical use of 
a host of plant and animal remedies flourished. There is no question 
but that Galen exerted a tremendous influence in the field of materia 
medica, inasmuch as many so-called ‘‘galenicals,”” which are now gen- 


Evolution of Rational Therapeutics Page 437 








erally regarded as being of no proven worth in medicine, have survived 
up to the present time. One of the masterpieces devised by Galen was 
a preparation known as “Theriac,” which contained approximately 100 
ingredients. He believed this article to be of value as an antidote for 
all poisons and for the treatment of all internal diseases. If ‘“Theriac’’ 
had any real merit, one must assume that poisons were considerably 
less toxic and diseases much less serious in Galen’s time than nowadays. 
Even today, we occasionally find individuals who have compounded a 
medication or constructed a device which they desire to represent on 
the basis of a meager empirical trial as being capable of curing prac- 
tically all disease conditions with which mankind is afflicted. 








The early medieval period in Europe contributed little to our know!- 
edge of drugs, and, in many respects, therapeutics suffered a decline, 
inasmuch as the Greek, Roman, and Arabian systems of treatment were 
often diluted with pagan practices and rituals based on superstition. 
Although the Arabians had introduced relatively pure chemical sub- 
stances, such as castor oil, into our therapeutic armamentarium, the use 
of crude herbal preparations was most popular for many centuries. The 
many new plants discovered in America and brought back to Europe 
gave further stimulus to the trial of crude vegetable products in medicine. 
Tobacco was credited with numerous healing powers during the sixteenth 
century and at one time was known as ‘Herba Panacea.” One can ap- 
preciate the progress which has been made by noting that a cigarette 
manufacturer today advertises his product as being a treat rather than 
a treatment. 


Although crude botanical preparations were the drugs of choice 
during the medieval period, alchemy, the forerunner of modern chemistry, 
grew and flourished during this era. The alchemists disparaged the 
therapeutic use of dried leaves or ground roots of plants and searched 
for the elixir of life in the residues, concentrates, and distillates produced 

‘after chemical treatment of vegetable as well as mineral matter. 
Paracelsus was responsible for the beginning of an open conflict between 
the botanical and chemical schools of therapeutics when he stressed the 
value of antimony as a drug. It was soon recognized, however, that 
antimony had serious toxic properties, and, in 1566, its use as a medicine 
in France was prohibited by law. Nevertheless, antimony was welcomed 
back into use in therapeutics a century later when Louis XIV recovered 
from typhoid fever following administration of the drug after all other 
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remedies tried had failed to effect a cure. We know now that the king 
must have recovered in spite of receiving antimony and that it was merely 
the accident of timing in administration of the drug which allowed for 
its apparent success in treating typhoid fever. If antimony had not been 
given, some other medication undoubtedly would have received credit for 
the “cure.” 


Advances in the Understanding of Drugs and Diseases 


Advances in knowledge of chemistry during the eighteenth century 
served as the impetus to direct attention away from crude botanicals 
and toward the use of pure or synthetic substances. During this period, 
genuine attempts were being made also to determine the pharmacologic 
action of drugs. Anatomy was already well established as a medical 
science by this time, and some notable advances were being made in 
pathology and physiology, but the rational use of therapeutic agents 
awaited a better understanding of drugs and disease. It is true that 
William Withering, in the eighteenth century, introduced digitalis into 
clinical use. He observed that the drug acted as a diuretic in certain 
individuals suffering from dropsy and believed that digitalis exerted its 
action on the kidneys. However, it remained for the physiologist, Lud- 
wig, in the middle of the nineteenth century to demonstrate through 
animal experimentation that the site of action of the drug is on the 
heart, and thus to furnish an explanation for the failure of cases of renal 
edema to respond to digitalis therapy. 

With the aid of physico-chemical knowledge and principles applied 
to animal experimentation, great progress was made in physiology dur- 
ing the nineteenth century. It is only natural that knowledge of the 
mechanics of body functions led to a better understanding of drug action 
and the birth of pharmacology as a true science. Bacteriology came into 
being less than 100 years ago as the result of Pasteur’s work, and disease 
began to be recognized more and more as a pathological process having 
a demonstrable cause. The rapid advances in bacteriology and para- 
sitology, together with the growth of synthetic organic chemistry, paved 
the way for Ehrlich’s pioneer work in chemotherapy and the discovery 
of a cure for syphilis. It is apparent that the many fields of science 
are often quite interdependent and serve to complement one another. 


At the same time that the stage was being set for the rapid emer- 
gence of a system of rational therapeutics based on sound pharmacologi- 
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cal studies, a reaction in the form of a trend toward drug nihilism 
occurred. There was a growing realization during the early part of 
the nineteenth century that the vast majority of the multitude of drugs 
in use had no therapeutic value and often caused injury. Thus, it is 
easy to understand why a wholly new system of therapeutics, such 
as the homeopathy of Hahnemann, should gain favor and enjoy some 
popularity for a time. However, as Mettler * has pointed out, it is signi- 
ficant that even where pharmacologic theory was most obscure and there 
was little reason to choose one drug in preference to another, those 
men who had the greatest success in the treatment of disease always 
made every effort to restrict the drugs they used to a small number 
which quite regularly produced fairly definite effects. The use of a 
large number of drugs or bizarre combinations of medicaments in treat- 
ing a given disease condition has usually been a sign of poor medical 
judgment. A single preparation containing a mixture of active in- 
gredients affecting different parts of the body is often irrational, even 
though all the active ingredients may be indicated for a given condition. 
One cannot increase or decrease the dosage for one ingredient ac- 
cording to the patient's needs without altering the dosage of the other 
ingredients in a corresponding manner. This inevitably means that the 
patient will be overmedicated with some ingredients and undermedicated 
with others. 


The Era of Unprecedented Progress in Drug Therapy 


In the past decade or two, there has been unprecedented progress 
in medicine which is manifest particularly in the field of drug therapy. 
New drugs of incalculable value are being continually introduced. It is 
perhaps fair to say that we are living in an era of a revolution in thera- 
peutics. The new agents which are appearing on the market are char- 
acterized by a demonstrated efficacy and marked potency. Frequently, 
these new drugs exhibit serious toxic properties. Nevertheless, if their 
potential capacity to produce beneficial effects is significantly greater 
than their potential harm, it would seem to be in the public interest that 
they be marketed under labeling which will fully inform the physician 
or individual who uses them of the calculated risk involved. Aside from 
the fact that the new drug provisions of the Federal Food, Drug, and 





=Cc. C. Mettler, History of Medicine, 
p. 216, Philadelphia, 1947. 
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Cosmetic Act have required that new drugs be fully investigated to 
establish safety for use, the pharmaceutical manufacturers who are 
developing these products recognize the advantage of a thorough evalua- 
tion of a new drug to establish conclusively its efficacy and limitations 
as well as safety for use. 


The layman who uses an article for self-medication, as well as the 
physician who administers or prescribes it for his patient, has become 
increasingly demanding or exacting in wanting to know the truth about 
medicinal preparations. When they use an article which is represented 
as a drug, it is done with the expectation that benefit which is at least 
commensurate with the labeling claims will result. It is evident that 
the reputable drug manufacturers are aware of this trend and are in- 
vesting heavily in the necessary scientific studies and investigations to 
insure the worth of their products in order to satisfy the present and 
future popular demand. Drugs which are of little or no therapeutic worth 
are rapidly disappearing from the channels of commerce. The empirical 
use of drugs having questionable value is rapidly declining for the reason 
that the average physician, as well as the informed layman, has neither 
the time nor the desire to experiment with medicines and has come to 
depend upon the skilled pharmacologists and competent clinical in- 
vestigators to establish the true value and limitations of the available 
therapeutic agents. ; 


There is no question but that the growing reliance of laymen, as 
well as physicians, upon our modern drug armamentarium is due to an 
increasing respect for the ability of exhaustive pharmacological studies 
and carefully controlled clinical investigations to determine with reason- 
able exactitude the properties and capabilities of medicines. There are 
no known drugs which have magical or supernatural properties. Al- 
though the exact mechanism of drug action may not be fully understood, 
pharmacology has conclusively demonstrated that therapeutic agents 
act only by stimulating or depressing the existing cellular function in 
various organs and tissues or by repressing microorganisms responsible 
for a disease state. No drug is capable of initiating a new function, 
such as causing the kidney to secrete milk. 


Federal court decisions in cases involving the misbranding of drug 
preparations reflect the ever increasing trend to place much greater 
credence in scientifically established evidence rather than in empirical 
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opinion. In commenting on the case of Research Laboratories v. United 
States involving the product Nue Ovo, Willis and Goodrich * point 
out that, 


It was agreed that the labeling represented the article as being effective in the 
treatment of arthritis, rheumatism, neuritis, sciatica, and lumbago. The issue was 
whether the drug was effective. The government presented a number of expert 
witnesses who testified as to the results obtained through actual tests of the drug, 
as to the consensus of medical opinion, and as to their own opinion of the effectiveness 
of the drug based upon their knowledge of the effect of the ingredients. The claimant 
presented physicians to testify that the drug was in fact effective as represented. 
On appeal, the claimant urged that this testimony merely showed a difference of 
opinion among qualified medical experts, and, on the basis of the McAnnulty case, 
it did not present an issue to be submitted to the jury. The Court of Appeals first 
pointed out that tremendous advances in scientific knowledge and certainty have 
been made since 1902, and that questions which previously were subjects only of 
opinion have been answered with certainty by the application of scientifically known 
facts. The Court discussed three types of medical testimony which it held were 
substantial evidence which presented a question of fact for the jury: (1) Testimony 
by experts based on controlled clinical studies made with the product itself; (2) testi- 
mony as to the consensus of medical opinion as to the effectiveness of the drug: and 
(3) the experts’ opinion based upon training, experience, and general medical 
knowledge regarding the effectiveness of the ingredients. All three of these types of 
medical testimony were held to fall outside of the scope of the McAnnulty case, 
and to present questions of fact rather than mere differences of opinion. 


The Practice of Rational Therapeutics 


Rational therapeutics is a fairly recent development in medical 
progress despite the fact that drugs and articles purporting to be drugs 
have been employed in the treatment of disease since time immemorial. 
The development of drugs having demonstrable efficacy and the in- 
telligent use of these agents have been dependent on and followed the 
upsurge in knowledge of scientific laws and principles relating to such 
fields as physics, chemistry. physiology, pathology, and bacteriology. 
As the factual data which rapidly accumulated in these fields were 
utilized in pharmacological experimentation, a fundamental knowledge 
of the principles of drug action was acquired. A natural step from this 
point forward involves the subjection of drugs to clinical trial. Clinical 
investigators have adopted scientific methods in order to carry out well- 
controlled studies which will yield conclusive evidence regarding the 
worth of drugs, and thus furnish the physician with the means to prac- 
tice rational therapeutics. The day of empiricism is near its end. 


[The End] 
; 34 Food Drug Cosmetic Law Quarterly Se, - 
(1949) 33. 
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Notes and Commen 


Judicial, Administrative, and Legislative Developments 


Standard of Identity for Oysters Set Aside in Part . . . Some 
time ago, the Circuit Court of Appeals for the Ninth Circuit, as a result 
of a petition filed by Willapoint Oysters, Inc., for review of the order 
of March 10, 1948, establishing standards of identity and amending the 
standard of fill for canned oysters, directed the Federal Security Admin- 
istrator to take additional evidence. (See the discussion of this case in 
3 Food Drug Cosmetic Law Quarterly (1948) 611.) Thereafter, a sec- 
ond final order was issued on August 3, 1948, by the Acting Federal 
Security Administrator and published in the Federal Register of August 
12, 1948. A review of these two orders, which purported to establish 
regulations of general applicability was again sought before the Court 
of Appeals. The matters questioned on review were the requirement 
relating to fill of container and the requirement that the Western or 
Pacific oysters be labeled as “Pacific Oysters.” 


The court stated that an exhaustive search of the entire record con- 
vinced it that the portion of the order relating to fill met the test of 
whether there was such relevant evidence in the record as a reasonable 
mind might accept as adequate to support a conclusion and, further, 
that there was no abusive and thus reversible use of hearsay. 


With respect to the other issue presented, the court concluded that 
the requirement that the Western oyster be labeled as “Pacific Oyster” 
was extremely arbitrary, capricious, and unreasonable. The court did 
not have any sympathy for the ruling which permitted one section of 
the sea food industry to enjoy the exclusive use of the name “oyster,” 
which is naturally associated with and normally applied to this article 
of food. It was decided that such exclusive use could not be permitted 
in respect of the name of a food in common use under such name without 
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the most cogent reasons having direct application to the protection of 
the consuming public. The Administrator's regulation in this respect 
was outside the bounds of reason and fairness. 


It was pointed out that a purchaser inspecting the two products 
side by side, one labeled ‘‘oysters’’ and the other “Pacific Oysters,” 
probably would be left with the impression that the latter were in some 
way different from normal oysters and that possibly they were not true 
members of the oyster family. The court felt that the danger inherent 
in such a situation made the standard manifestly unfair to that portion 
of the industry thus discriminated against. 


The court accepted the contention that there was some evidence 
in the record that consumers distinguished the Eastern and Southern 
from the Pacific oysters by virtue of the large size of the latter, but 
stated they could not remain insensible to the fact that various varieties 
of the Eastern and Southern oysters, notably the Lynnhaven and Chin- 
coteague varieties, grow to sizes which may equal that of the Pacific 
oysters. In view of the foregoing, it was found that there was neither 
a scintilla nor iota of evidence in the entire record that anyone would 
consider only the Eastern and Southern product to be oysters and that 
any conclusion resting upon such an assumption could not be said to 
be founded upon substantial evidence or any evidence at all. The 
conclusion thus failed to meet the requirements of the Administrative 
Procedure Act. ( Wéillapoint Oysters, Inc. v. Oscar R. Ewing, Admin- 
istrator, and ]. Donald Kingsley, Acting Administrator, Federal Security 
Agency. Food and Drug Administration. United States Court of 
Appeals for the Ninth Circuit. No. 11,936. April 29, 1949. [CCH 
Food Drug Cosmetic Law Reports © 7119.] Petition for certiorari filed 
in the United States Supreme Court, August 19, 1949.) 


In the course of its decision, the court reviewed at some length the 
standard which should guide administrative officials and the courts in 
reviewing the Administrator's proceedings in the light of the Admin- 
istrative Procedure Act of 1946. It was pointed out that when the 
Conaress enacted the Administrative Procedure Act in 1946, it did not 
see fit to amend or repeal the provisions already existing in the Food, 
Drug, and Cosmetic Act relating to the scope of review proceedings 
under the latter act. Thus, at the outset, the court faced the task of 
harmonizing the review provisions of both these laws. It was con- 
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cluded that the review provisions of both acts are in pari materia, as 
they both relate to the same matter or subject. It was the court's view 
that they dovetailed and should be considered together and given con- 
current effect, since it could not be said that they are so inconsistent 
that to thus apply them to the record would create confusion. 


The Administrative Procedure Act of 1946 requires the court te 
review the whole record or such portions thereof as may be cited by 
any party and to set aside any agency findings and conclusions ‘‘unsup- 
ported by substantial evidence."" The court interpreted this directive as 
requiring it to stay within the limits now generally recognized under 
the so-called ‘‘substantial evidence” rule and as prohibiting it from 
weighing the evidence or substituting its judgment for that of the admin- 
istrative agency. It was the court's belief that it complied with this 
directive when it considered the evidence on both sides to determine 
whether or not there was present in the record that amount of evidence 
in support of the administrative conclusion which could be said to be 
substantial in the face of opposing evidence. The court determined 
it could not go beyond this and adopt a purely subjective judgment in 
passing upon the validity of administrative regulations and the orders 
establishing them. 


With respect to the admission of hearsay evidence. it was held that 
irrelevant, immaterial, and hearsay evidence is no cause for reversal 
of an administrative order, although the validity of the order can never 
rest upon conjecture, guess, or chance. The degrees of probative force 
and reliability of hearsay evidence are infinite in variation, and its use 
by administrative bodies must be governed in part by the relative unavail- 
ability of other and better evidence. However, since ‘‘substantial evi- 
dence” includes more than “‘uncorroborated hearsay” and “more than 
a mere scintilla,”’ the findings, to be valid, cannot be based upon hearsay 
alone nor upon hearsay corroborated by a mere scintilla. 


The petitioner complained that the prosecutor should not be per- 
mitted to prepare portions of the findings and conclusions and that, by 
doing so, the petitioner's constitutional right to a fair hearing was 
violated. The court ruled that, in legislation or rule-making of this 
type, there was no constitutional right to any hearing and that the 
requirements of such hearing are to be tested solely by the statute pro- 
viding for the hearing. As there was no prohibition of such practice 
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in the Administrative Procedure Act or in the Federal Food, Drug, 
and Cosmetic Act, none of the petitioner's rights had been violated in 
this respect. 


The petitioner also challenged the Administrator's recitation that 
he personally had considered the evidence in making his decision. The 
court said that it had neither moral nor legal right to presume that only 
those who occupy judicial office respect their obligations and perform 
their official duties honestly and conscientiously, and that it required more 
than a mere allegation or an affidavit on information and belief, which 
latter was not even presented in this case, to upset the presumption 
of validity attaching to public proceedings and the formal recitations 
of public officials. 


x: 2 
Official Test for Clarity of Solutions Held Indefinite . . . An 


action was brought against Bristol Laboratories, Inc. to enjoin and 
restrain violations of Section 301(a) of the Federal Food, Drug, and 
Cosmetic Act. It was alleged that various articles of drug failed to 
conform to the standard provided for in the United States Pharma- 
copoeia and the official National Formulary, and that by reason of such 
nonconformance, the drugs were adulterated and their further shipment 
in interstate commerce should be prohibited. 


It appeared that both the official L/nited States Pharmacopoeia and 
the official National Formulary contained the following provision with 
respect to clarity of solution: 


Clarity of Solutions. Water for injection, pharmacopoeial injections, or pharma- 
copoeial solutions of medicaments, intended for parenteral administration, unless 
exempted by the individual monographs, must be substantially free of any turbidity 
or undissolved material which can be detected readily without accessory magnification 
(except for such optical correction as may be required to establish normal vision), 
when the solution is examined against a black background and against a white back- 
ground with a light which at a point ten inches below the source provides an intensity 
of illumination not less than 100 and not more than 350 foot-candles. This intensity 
of illumination may be obtained from a 100-watt, inside frosted, incandescent lamp 
operating at rated voltage, or from fluorescent lamps or from any equivalent source 
of light. 


The court reached the conclusion that this standard, pursuant to 
which the said articles of drug were to be tested, is an indefinite one 
and is subject to interpretation by the person conducting the test. It 
was pointed out that a competent inspector examined each of the drugs 
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mentioned in the complaint on two different occasions and arrived at 
different results. Under the circumstances, the defendant's motion for 
judgment dismissing the complaint was granted. (United States v. 
Bristol Laboratories, Inc. District Court of the United States for the 
Northern District of New York. Civil No. 3219. February 4, 1949. 
[CCH Food Drug Cosmetic Law Reports © 7120.] ) 


: .2@ .F 


Butter Standards May Not Be Supplemented By Regulations 
A libel proceeding was filed against certain packages of creamery 
butter on the ground that they did not comply with the standards pro- 
vided in certain regulations issued by the Department of Agriculture 
in respect of flavoring, taste, and smell. The government argued that 
such regulations were valid and that they supplemented the Federal 
Butter Act, 21 U. S. C. 321 (a). However, the court ruled that it 
was the clear intention of Congress that there should be only one stand- 
ard of quality with relation to butter as provided for in the law and 
that Section 341 of Titie 21 provided that no other definition and stand- 
ar@ of identity and no other standard of quality should be established 
for butter. It was ruled that these regulations establishing a standard 
of flavor depending on the taste of the butter inspector at a given 
moment were not only an effort to establish a standard of quality, but 
also that they established a standard of identity in violation of the 
prohibition of the statute. Under the circumstances the libel was dis- 
missed. (United States v. 104 Cases, More or Less, Each Containing 
30 Packages of an Article Labeled in Part: “Colorado Gold Brand 
Creamery Butter First Quality One Pound Net.” District Court of 
the United States for the Southern District of California, Central Divi- 
sion. No. 8520, PH Civil. January 5, 1949. [CCH Food Drug 
Cosmetic Law Reports © 7122.] ) 


x~ *§ * 


Monosodium Glutamate Need Not Be Declared Artificial 
The Federal Security Agency issued a Statement of General Policy 
or Interpretation on May 20, 1949, corrected on June 2, 1949, with 
respect to the labeling of monosodium glutamate in foods. The state- 
ment sets forth that in the light of new information, the Food and Drug 
Administration and the Federal Security Agency are not disposed to 
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maintain the position that the presence of monosodium glutamate in 
foods be designated as an artificial flavoring on the labels of foods to 
which it is added. While the Statement of General Policy or Interpre- 
tation does not set forth the reason for this change of position, it is 
understood that the Food and Drug Administration has been convinced 
that monosodium glutamate is not a flavoring, but that it merely enhances 
the flavor of various food products to which it is added. As the law 
only requires a statement that an ingredient is artificial if it is a flavoring 
or coloring, other artificial substances which do not act as a flavoring 
or coloring need not be declared as artificial [CCH Food Drug 
Cosmetic Law Reports § 7121.] 


se: FF 


Notices of Judgment . . . The Federal Security Agency has 
issued the following Notices of Judgment under the Federal Food, 
Drug, and Cosmetic Act: Foods Nos. 13201-13350, issued June 1949, 
13351-13500, issued July 1949, and 13501-13700, issued August 1949; 
and Drugs and Devices Nos. 2351-2400, issued April 1949, 2401-2450, 
issued May 1949, 2451-2500, issued June 1949, and 2501-2550, issyed 
August 1949. [The End] 


“Notes and Comment” is a regular feature 
of the Food Drug Cosmetic Law Quarterly, 
written by Franklin M. Depew, who is of 


counsel for Standard Brands Incorporated. 
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Now... here is the new and improved, modern-day 


version of CCH's long-accepted Food Drug Cosmetic 
Law Reports —here is the authoritative, continuing 
reporter covering this important three-fold field. Its 
scope includes complete coverage of the Federal Food, 
Drug, and Cosmetic Act, with regulations, rulings, court 
and administrative decisions, forms, and the like — 
plus full texts of other related federal laws. 


And in addition, the statutes, interpretative court 
decisions, and pertinent attorney generals’ opinions 
for all states with ‘“Copeland-type"’ laws are carefully, 
helpfully reported. Relevant full texts, detailed expla- 
nations, and editorial comments further increase the 
all-around usefulness of the ‘‘Reports’’ for ali con- 
cerned with the production, processing, packaging, 
and labeling of foods, drugs, devices, and cosmetics. 
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